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Message from the Administrator

Dear Pharmacist:

The Drug Enforcement Administration is
pleased to provide you with the eighth edition of
the Pharmacist's Manual to assist you in under-
standing the provisions of the Controlled Sub-
stances Act (CSA) and its implementing regula-
tions. This manual will answer questions you may
encounter in the practice of pharmacy and provide
guidance in complying with the CSA regulations.
This edition has been updated to include informa-
tion on the provisions of the Comprehensive
Methamphetamine Control Act of 1996.

Your role in the proper dispensing of con-
trolled substances is critical to the health of the
patient and to safeguard society against drug
abuse and diversion. Your adherence to the
Controlled Substances Act, together with your
voluntary compliance with its objectives, are a
powerful resource for protecting the public health,
assuring patient safety, and preventing the diver-
sion of controlled substances and drug products
containing listed chemicals.

Sincerely,

Donnie R. Marshall
Administrator
Drug Enforcement Administration
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Preface

The Drug Enforcement Administration (DEA) is
responsible for advising DEA registrants how to comply
with the federal law! regarding the handling of con-
trolled substances and regulated chemicals. It is DEA’s
goal to maintain a positive working relationship with its
pharmacy registrants. The DEA respects the profes-
sional integrity of pharmacists, the vast majority of
whom comply with the law and its regulations in a
responsible manner. The DEA understands that it can
best serve the public interest by working with these
pharmacists to develop cooperative programs for
preventing diversion of legal pharmaceutical controlled
substances into the illicit market.

DEA does not routinely inspect pharmacies for
controlled substance violations, since this function is
usually conducted by state authorities. However, DEA
does investigate complaints of diversion from pharma-
cies and also investigates “doctor shoppers” and
prescription forgers whose activities are confirmed
through records located at the numerous pharmacies
they patronize.

DEA would prefer to assist pharmacists to avoid
and correct potential compliance violations, rather than
seek administrative, civil or criminal action. However,
when repeated efforts to remedy violations have not
been successful, DEA is authorized under federal law
to pursue legal action to correct these problems, pre-
vent diversion-related drug abuse, and protect the
public safety. A lack of compliance may result in a need

1 Controlled Substances Act of 1970 (Title 21, United States Code, Section

800 et. seq.) and its implementing regulations (Title 21, Code of Federal Regu-
lations, Part 1300 to end).



for corrective action, such as administrative action (i.e.,
Letter of Admonition, an informal hearing or licensing
action), or in extreme cases, civil or criminal action.

The DEA is greatly concerned about the diversion
and abuse of controlled substances and drug products
containing listed chemicals. Most drug diversion
occurs at the retail level, where the pharmacist plays a
critical role in supervising the proper control of pre-
scription and over-the-counter drugs. Because the
pharmacist dispenses controlled substances to the
patient, he/she is in a key position to safeguard the
health of the patient and prevent diversion. The
pharmacist and the prescribing practitioner share
responsibility for monitoring the therapeutic drug usage
of patients, whose health depends on concerned and
knowledgeable professionals.

Experience has shown that pharmacists who are
familiar with the regulations are most successful in
complying with the Controlled Substances Act. The
CSA permits pharmacists to dispense controlled
substances only when bona fide prescription orders
are issued by practitioners authorized to prescribe
controlled substances. Under the CSA, a valid pre-
scription must be issued for a legitimate medical
purpose by a practitioner acting in the usual course of
professional practice. While this responsibility rests on
the prescriber, a corresponding responsibility rests
upon the pharmacist who dispenses the prescription
medication. A prescription which is not written for a
legitimate medical purpose is not considered to be a
valid prescription within the meaning of the law. The
individual who knowingly dispenses such a purported
prescription, as well as the individual issuing it, can be
subject to criminal and /or civil penalties.
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The pharmacist and the practitioner must be
aware of the various technigues drug abusers and
traffickers use to obtain controlled substances and
drug products that contain listed chemicals for illicit
purposes. The primary method is a falsified prescrip-
tion (see Appendix O, “Pharmacist’s Guide to Pre-
scription Fraud”). State and local law enforcement
agencies, as well as pharmaceutical industry represen-
tatives, cite prescription fraud as a substantial part of
the diversion problem. The DEA recognizes that
attempts to obtain legitimately manufactured controlled
substances by misrepresentation, such as forged
prescriptions and stolen prescription blanks, are
significant problems confronting practitioners, pharma-
cists, and local law enforcement agencies. “Doctor
shoppers,” who pose as patients to obtain controlled
substances from multiple practitioners, are also a
common source of diversion. Other methods for
diverting controlled substances and drug products
containing listed chemicals include theft from a phar-
macy and diversion by pharmacy personnel.

New Chemical Control Requirements

In addition to the diversion of controlled sub-
stances, DEA is concerned with the diversion of certain
chemicals used in the clandestine manufacture of
controlled substances. Most pharmacies do not stock
significant quantities of these chemicals. Chemicals
such as ephedrine, pseudoephedrine, and phenylpro-
panolamine (PPA)2 which are contained in prescription
and over-the-counter preparations are sold at retail

2 Due to concerns regarding harmful side effects that phenylpropanolamine
(PPA) can have, the Food and Drug Adminstration initiated action in
November 2000 to remove PPA from the market. These changes in the
status of PPA are not yet reflected in the regulations or in this manual.
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stores. Drug products containing these chemicals are
commonly used to illegally manufacture amphetamine
and methamphetamine. Quantities of these drug prod-
ucts may be sought from retail outlets for use in clandes-
tine manufacturing operations.

Consequently, these chemicals are subject to
certain registration, recordkeeping and reporting require-
ments. As a rule, pharmacies are retail outlets and
therefore are not required to have a chemical registra-
tion. However, because diversion of drug products
containing these chemicals can occur at the retail level,
appropriate safeguards are necessary to prevent diver-
sion. Close cooperation between the pharmacy profes-
sion and law enforcement will help ensure that the
chemicals used in the production of illicit controlled
substances remain in legitimate channels. (For more
information on chemical requirements, see pages 61-66
as well as Appendices A, B and C).

If you need additional clarification or assistance
concerning the CSA regulations or wish to comment on
the material in this manual, please contact your local DEA
Diversion Field Office (Appendix T).

DEA Internet Websites:
www.usdoj.gov/dea

You can access the diversion control program website
from here by hyperlink.

DEA Office of Diversion Control:

www.deadiversion.usdoj.gov

This site includes Diversion Control Program:
newsletters, Federal Register Notices, DEA manuals and
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publications, progress reports regarding DEA'’s elec-

tronic commerce initiatives, listings of DEA Diversion
and Registration Field Offices, conferences, and items
on Diversion’s major program areas (e.g., registration,
regulated chemicals, scheduling issues, and ARCQOS).

The complete text of the Pharmacist’s Manual can
be found on the Diversion Control Program website
under Publications. The manual will be updated
periodically so that current information is available on
the DEA website. Therefore the manual can be down-
loaded and reproduced at your convenience without
having to request a print copy by mail from DEA. The
manuals for physicians, mid-level practitioners, re-
searchers and chemical handlers will also be available
on the website.

GPO Federal Register Internet Website:

http://lwww.access.gpo.gov/nara/cfr/index.html

DEA Regulations and Notices in the
Federal Register

DEA regulations and notices published in the Fed-
eral Register are available online through the U.S. Gov-
ernment Printing Office (GPO) Internet site. The current
Code of Federal Regulations® as well as proposed and
finalized amendments to the CFR concerning controlled
substances and regulated chemicals, can be found at this
site.

In addition, a hard copy of the CFR may also be
obtained through the GPO in your local area, or by writ-
ing to the Superintendent of Documents, U.S. Govern-
ment Printing Office, Washington, D.C. 20402.

3 To find the Code of Federal Regulations pertaining to controlled substances
and regulated chemicals use 21 CFR, Parts 1300 to end.
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Application of State and
Federal Laws

Nothing in this manual shall be construed as authorizing
or permitting any person to do any act which is not autho-
rized or permitted under federal or state laws. In addition,
none of the policy statements and information in this manual
may be construed as authorizing or permitting any person to
do any act which is not authorized. Use of a DEA con-
trolled substance registration for activities not autho-
rized under state law is a violation of both federal and
state law.

Furthermore, this manual does not authorize a pharma-
cist to refuse to meet any requirements in the most recent
publication of Title 21, Chapter Il of the Code of Federal
Regulations (21 CFR, Part 1300 to end). The CFR is the
primary source for the Pharmacist's Manual. Printed copies
of the complete regulations implementing the Controlled
Substances Act of 1970 may be obtained from:

Superintendent of Documents
U.S. Government Printing Office
Washington, D.C. 20402

Both the Code of Federal Regulations and the Federal
Register (which includes proposed and finalized regulations
implementing the CSA) are available on the Internet through
the U.S. Government Printing Office (GPO) website. This
website, which provides information by section, citation and
key words, can be accessed at:

http://www.access.gpo/nara/cfr/index.html

DEA registration grants pharmacies authority to dispense
controlled substances. However, DEA registered pharma-



cies may only engage in those activities which are
authorized under state law in the jurisdiction where the
pharmacy is located. In many cases state law is more
stringent than federal law, and must be complied with in
addition to federal law. Pharmacists should make sure they
understand their state and DEA controlled substance regula-
tions.

Drug Enforcement Administration

The Drug Enforcement Administration (DEA) is the
primary agency within the Federal Government responsible
for the enforcement of the Controlled Substances Act (CSA).
In cooperation with state authorities and other federal agen-
cies, DEA is tasked with preventing the diversion of con-
trolled substances for illicit purposes. In carrying out its
mission, DEA complies with international treaty obligations,
works closely with foreign as well as domestic state and
local governments, private industry, and other organizations
concerned with drug abuse and diversion.

The CSA, which became effective May 1, 1971, consoli-
dates into one piece of legislation many diverse laws passed
by Congress since the Harrison Narcotics Act of 1914, the
first comprehensive federal legislation to control addicting
drugs. Subsequent amendments to the CSA include the
1984 Diversion Control Amendments, the Controlled Sub-
stance Registrant Protection Act of 1984, the Narcotic Addict
Treatment Act of 1984, the Chemical Diversion and Traffick-
ing Act of 1988, the Domestic Chemical Diversion Control
Act of 1993, and the Comprehensive Methamphetamine
Control Act of 1996.

The provisions of the CSA are designed to improve the
administration and regulation of the manufacture, import/
export, distribution and dispensing of controlled substances



by providing a “closed system” for distribution. Under this
closed system, a controlled substance can be traced from
the time it is manufactured to the time it is dispensed to the
ultimate user. This system has proven effective in reducing
the diversion of these substances from legitimate channels
to the illicit market.

Schedules of Controlled
Substances

The controlled substances and their derivatives listed
under the CSA can be found in the Code of Federal Regula-
tions, Title 21 under “Part 1308—Schedules of Controlled
Substances.”

The drugs and drug products under the jurisdiction of the
CSA are divided into five schedules. Controlled sub-
stances in Schedules II-V have an accepted medical use
in the United States, and Schedule | substances do not.
The characteristics and some examples of the drugs in each
schedule are outlined below.

Schedule | Substances

The substances in this schedule have a high abuse
potential and no accepted medical use in the United
States. This is the only schedule that includes drugs that
are not available for prescribing, dispensing or administering.
DEA does allow for research involving Schedule | sub-
stances. This requires a separate registration as a re-
searcher.

Some examples of substances classified as Schedule |
narcotics include heroin and propiram. Some hallucinogenic
substances found in Schedule | include LSD, marijuana and
MDMA (Ecstasy).



Other examples of Schedule | substances are the de-
pressant methagualone, and gamma hydroxybutyric acid
(GHB) and the stimulant methcathinone.

Schedule Il Substances

Substances in Schedule Il have a high abuse potential
with severe psychological or physical dependence liability,
have an accepted medical use in the United States, and
are available for practitioners to prescribe, dispense and
administer.

Some examples of single entity Schedule Il narcotics
include morphine, codeine, hydrocodone and opium. Other
Schedule 1l narcotic substances and their common name
brand products include: hydromorphone (Dilaudid®), metha-
done (Dolophine®), meperidine (Demerol®) oxycodone
(Percodan®) and fentanyl (Sublimaze®).

Some examples of Schedule Il stimulants include am-
phetamine (Dexedrine®, Adderall®), methamphetamine
(Desoxyn®) and methylphenidate (Ritalin®).

Other Schedule Il substances include cocaine, amobar-
bital, glutethimide, pentobarbital and secobarbital.

Schedule Ill Substances

The substances in this schedule have an abuse poten-
tial less than those in Schedule Il, but more than Sched-
ule IV substances.

Some examples of Schedule Il narcotics include prod-
ucts containing less than 15 milligrams of hydrocodone per
dosage unit (Vicodin®, Lorcet®, Tussionex®), and products
containing not more than 90 milligrams of codeine per dos-
age unit (codeine with acetaminophen, aspirin, or ibuprofen).



Other Schedule Il substances include anabolic steroids,
benzphetamine (Didrex®), phendimetrazine, and any com-
pound, mixture, preparation or suppository dosage form
containing amobarbital, secobarbital, pentobarbital,
dronabinol (Marinol®) or ketamine.

Schedule IV Substances

The substances in this schedule have an abuse poten-
tial less than those listed in Schedule Ill and more than
substances in Schedule V.

Some examples of Schedule 1V narcotics include
propoxyphene (Darvon®), butorphanol (Stadol®) and penta-
zocine (Talwin-NX®).

The following benzodiazepine substances are also found
in Schedule IV. They include alprazolam (Xanax®),
clonazepam (Klonopin®), clorazepate (Tranxene®), diaz-
epam (Valium®), flurazepam (Dalmane®), halazepam
(Paxipam®), lorazepam (Ativan®), midazolam (Versed®),
orazepam (Serax®), prazepam (Verstran®), temazepam
(Restoril®), triazolam (Halcion®), and quazepam (Doral®).

Other Schedule 1V substances include barbital, phe-
nobarbital, chloral hydrate, ethchlorvynol (Placidyl®), chlor-
diazepoxide (Librium®), ethinamate, meprobamate, paralde-
hyde, methohexital, phentermine, diethylpropion, pemoline
(Cylert®), mazindol (Sanorex®), and sibutramine (Meridia®).

Schedule V Substances

The substances in this schedule have an abuse poten-
tial less than those listed in Schedule IV and consist
primarily of preparations containing limited quantities of
certain narcotic and stimulant drugs generally for antitussive,
antidiarrheal and analgesic purposes. Some examples are
cough preparations containing not more than 200 milligrams



of codeine per 100 milliliters or per 100 grams (Robitussin
AC®, Phenergan with Codeine®) and buprenorphine
(Buprenex®).

Registration Requirements

Every pharmacy which dispenses any controlled sub-
stance must be registered with the DEA. Since DEA does
not register pharmacists, they must obtain their license to
practice pharmacy from their state regulatory authority. To
obtain a DEA registration, a pharmacy can request a DEA
Form-224 (Application for New Registration, see Appendix E)
from any DEA Registration Field Office (see Appendix T) or
from the DEA Headquarters Registration Unit in Washington,
D.C. at 1-800-882-9539 (Registration Call Center).

The completed DEA Form-224 must be submitted to:

Drug Enforcement Administration
Registration Unit

Central Station

P.O. Box 28083

Washington, D.C. 20038-8083

Pharmacy registrations must be renewed every three
years. The cost of the registration is annotated on the
application form. The certificate of registration must be
maintained at the registered location and kept available for
official inspection. If a person owns and operates more than
one pharmacy, each place of business must be registered.

Every pharmacy currently registered with DEA will re-
ceive a renewal application approximately 45 days before
the registration expiration date. The renewal application will
be sent to the address listed on the current registration
certificate. If the renewal form is not received within 30 days
before the expiration date of the current registration, the
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pharmacy should contact the DEA registration unit for their
state (see Appendix T), and request a renewal registration
form.

Chemical Registration
Requirements

Under DEA'’s chemical control regulations there is an
exemption from the registration requirement for a retail
distributor. A retail distributor is defined as a grocery store,
general merchandise store, drug store, or other entity or
person whose activities as a distributor of legal drug prod-
ucts containing listed chemicals pseudoephedrine, phenyl-
propanolamine (PPA), combination ephedrine and single-
entity ephedrine are limited almost exclusively to sales for
personal use, both in number and volume of sales, either
directly to walk-in customers or in face to face transactions.
Personal use means the distribution of below “threshold
quantities™ in a single transaction to an individual for legiti-
mate medical use.

Federal law requires any person who is engaged in the
wholesale distribution of drug products containing List |
chemicals to obtain a registration as a chemical distributor.
A distributor who does not meet all the requirements for a
retail distributor is a wholesale distributor.

Retail pharmacies that are registered to handle controlled
substances need not obtain a separate DEA chemical
registration for retail distribution of the drug products contain-

4 The quantity of a particular chemical, above which recordkeeping and other

control provisions of the CSA apply. See Appendix B “List | Chemicals with
Domestic Threshold Amounts*.



ing pseudoephedrine, phenylpropanolamine, combination
ephedrine and single-entity ephedrine which are regulated
as List | chemicals. If a pharmacy desires to engage in the
wholesale distribution of bulk quantities of these drug prod-
ucts, the pharmacy will have to register with DEA as a
chemical distributor because these activities fall outside of
the definition of retail distributor. Therefore, the pharmacy
would be subject to the registration requirements that apply
to wholesale distributors.

To obtain a DEA chemical distributor registration, a
pharmacy can request DEA Form-510 (Application for Regis-
tration, see Appendix M) from any DEA Registration Field
Office (see Appendix T).

For additional information see Chemical Requirements:
Comprehensive Methamphetamine Control Act of 1996,
page 62.

New Pharmacy Registration

Pharmacies seeking to become registered for the first
time must request a DEA Form-224 (Application for New
Registration, see Appendix E) from any DEA Registration
Field Office or the DEA Registration Unit in Washington, D.C.
at the address listed under Registration Requirements on
page 6.

Any pharmacy engaged in co-op buying of controlled
substances must also register as a distributor with the DEA.
To obtain this registration, a pharmacy must meet distributor
(wholesaler) security and recordkeeping requirements.

An affidavit system for expediting pharmacy applications
may be used to obtain a DEA registration number for a new
pharmacy or for transferring ownership of an existing phar-
macy. If the pharmacy has been registered by the state



licensing agency, the applicant may include an affidavit (see
Appendix P) to verify the existence of the state license with
their application (21 CFR 1301.17).

Change of Business Address

Any time a pharmacy moves to a new physical location
or the postal address changes at the same location, a new
DEA certificate reflecting the new address must be obtained.
It is the pharmacy’s responsibility to notify DEA about a
change of address before the effective date of the move.
A written request for modification of registration should be
sent to the DEA Registration Field Office responsible for their
state (see Appendix T). If the modification is approved, DEA
will issue a new certificate of registration and, if requested,
new Schedule Il order forms (DEA Form-222, Official Order
Form). A Renewal Application for Registration (DEA Form-
224a) will only be sent to the registered address on file with
DEA. It cannot be forwarded.

Affidavit for Renewal of Retalil
Chain Pharmacy Registration

Corporations that own or operate a chain of pharmacies
may submit a single DEA Form-224b (Retail Pharmacy
Registration Affidavit for Chain Renewal, see Appendix G)
that covers all the chain’s pharmacy registrants. This affida-
vit along with a list of the corporation’s registrations is pro-
vided in lieu of a separate DEA application for each phar-
macy registration. No registration may be issued unless the
completed affidavit is received by DEA. The corporation
should retain a copy of this affidavit with their readily
retrievable records for the duration of the registration
covered by the affidavit. The corporation must answer the
guestions listed on the affidavit as they pertain to each
registrant.



The original affidavit along with the registration fee and
the list of registrations should be mailed to:

Registration Chain Renewal

United States Department of Justice
Drug Enforcement Administration
Central Station

P.O. Box 28083

Washington, D.C. 20038-8083

Denial, Revocation or Suspension
of Registration

Diversion of legitimately manufactured controlled sub-
stances is a serious problem in the United States. Regis-
trants serve as the nation’s primary guardians for preventing
diversion and controlling legitimate access to these drugs.
The CSA provides the Federal Government with additional
legal resources for taking action against those registrants
who contribute to the diversion problem. The U.S. Attorney
General has the authority to suspend or revoke a DEA
registration upon a finding that the registrant has:

1. Materially falsified any application filed.

2. Been convicted of a felony relating to a controlled
substance or a List | Chemical.

3. Had his/her state license or registration suspended,
revoked or denied.

4. Committed an act which would render his registration
inconsistent with the public interest.

5. Been excluded from participation in a Medicaid or

Medicare program.
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Denial of Registration in the
Public Interest

The CSA gives the U.S. Attorney General authority to
deny any application for DEA registration or renewal if it is
determined that issuing a controlled substance registration
would be inconsistent with the public interest. In determining
the public interest, the CSA states the following factors will
be considered:

1. The recommendation of the appropriate state licensing
board or professional disciplinary authority.

2. The applicant’s experience in dispensing or conducting
research with respect to controlled substances.

3. The applicant’s conviction record under federal or
state laws relating to the manufacture, distribution or
dispensing of controlled substances.

4. Compliance with applicable state, federal or local laws
relating to controlled substances.

5. Such other conduct which may threaten the public
health and safety.

Termination of Registration

Any registrant who discontinues his/her business or
transfers it to another person must notify the nearest DEA
Registration Field Office (see Appendix T) in writing before
terminating the pharmacy’s registration. Along with the
notification of termination of registration, the pharmacist
should send the DEA Certificate of Registration and any
unused Official Order Forms (DEA Form-222). The pharma-
cist should write or stamp the word “VOID” across the face of
each Official Order Form before returning them to DEA. The
notification to DEA should also indicate where the controlled
substance inventories and records will be kept and how the
controlled substances were transferred or destroyed.
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Records involving controlled substances must be kept avail-
able for two years for inspection and copying by the DEA.
This requirement applies even though the business has been
discontinued.

Transfer of Business

A registrant transferring a pharmacy business to an-
other registrant shall notify the nearest DEA Registration
Field Office at least 14 days before the date of the proposed
transfer and provide the following information:

1. The name, address, registration number of the regis-
trant discontinuing business;

2. The name, address, registration number of the regis-
trant acquiring the pharmacy;

3. Whether the business activities will be continued at
the location registered by the current business owner
or moved to another location. If the latter, give the
address of the new location.

4. The date on which the controlled substances will be
transferred to the person acquiring the pharmacy
(see Transfer of Controlled Substances on page
14).

On the day the controlled substances are transferred, a
complete controlled substances inventory must be taken and
a copy of the inventory must be included in the records of
both the person transferring the business and the person
acquiring the business. Procedures for transferring the
ownership of a pharmacy and a model format for an affidavit
to expedite the process are outlined in Appendix Q.

If the registrant acquiring the pharmacy owns at least

one other pharmacy licensed in the same state as the phar-
macy being transferred, the registrant may apply for a new

12



DEA registration prior to the date of transfer. DEA will issue
a registration which will authorize the registrant to obtain
controlled substances at the time of transfer. But the regis-
trant may not dispense controlled substances until the
pharmacy has been issued a valid state pharmacy license.

A DEA registration application for transferring owner-
ship of an existing pharmacy can be expedited if the appli-
cant includes an affidavit (see Appendix Q) verifying that the
pharmacy has been registered by the state licensing agency.
The affidavit verifying the existence of the state license
should be attached to the initial application for registration.

Disposal of Controlled Substances

The pharmacy may hire an outside firm to inventory,
package and arrange for the transfer of its controlled sub-
stances to another pharmacy, supplier or manufacturer. The
pharmacy is responsible for the actual transfer of the con-
trolled substances and for the accuracy of the inventory and
records. The pharmacy may also transfer the drugs to a
distributor registered with DEA to destroy drugs (reverse
distributor). The pharmacy may not turn over any controlled
substances to a distributor unless they are registered to
destroy controlled substances. The pharmacy is respon-
sible for verifying that the reverse distributor is regis-
tered with DEA.

The records involving the transfer or destruction of
controlled substances must be kept readily available for two
years for inspection and copying by the DEA. The two
primary methods for disposing of controlled substances are
transfer to another registrant or destruction as explained in
the following section.
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Transfer of Controlled Substances

If a pharmacy goes out of business or is acquired by a
new pharmacy, it may transfer the controlled substances to
another pharmacy, supplier, manufacturer or distributor
registered to dispose of controlled substances.

To transfer Schedule Il substances, the receiving
registrant must issue an Official Order Form (DEA Form-
222, U.S. Official Order Form - Schedules | & Il) to the
registrant transferring the drugs.

The transfer of Schedule 1lI-V controlled substances
must be documented in writing to show the drug name,
dosage form, strength, quantity and date transferred. The
document must include the names, addresses and DEA
registration numbers of the parties involved in the transfer of
the controlled substances.

To Another Pharmacy?®

On the day the controlled substances are transferred, a
complete inventory must be taken which documents the drug
name, dosage form, strength, quantity, and date transferred.
In addition DEA Form-222 (Official Order Form) must be
prepared to document the transfer of Schedule Il controlled
substances. This inventory will serve as the final inventory
for the registrant going out of business and transferring the
controlled substances. It will also serve as the initial inven-
tory for the registrant acquiring the controlled substances. A
copy of the inventory must be included in the records of each
person. It is not necessary to send a copy of the inventory to
the DEA. The person acquiring the controlled substances

5 See also the section entitled “Controlled Substance Distribution by Pharmacy”
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must maintain all records involved in the transfer of the
controlled substances for two years.

To Another Supplier or
Manufacturer

Any pharmacy may transfer controlled substances to a
supplier or a manufacturer. The pharmacist must maintain a
written record showing:

1. The date of the transaction.

2. The name, strength, form and quantity of the controlled
substance.

3. The supplier's or manufacturer's name, address, and,
if known, registration number.

4. The DEA Form-222 will be the official record for the
transfer of Schedule 1l substances.

To a Distributor Registered to
Dispose of Controlled Substances

Any pharmacy may forward controlled substances to
DEA-registered distributors who handle the disposal of
drugs. For further instructions see Disposal of Controlled
Substances.

Destruction of Controlled
Substances

DEA recommends that any pharmacy seeking to
dispose of controlled substances first contact the near-
est DEA Diversion Field Office (see Appendix T) for
disposal instructions. In no case should drugs be for-
warded to the DEA unless the registrant has received
prior approval from the DEA. The DEA procedures estab-
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lished for the destruction of controlled substances shall not
be construed as altering in any way the state laws or regula-
tions for the disposal of controlled substances. Requests
from registrants seeking authorization to destroy controlled
substances without DEA presence, or requests from non-
registrants desiring to dispose of controlled substances will
be handled as follows:

Once-a-Year DEA Authorization
for Destruction

Once each calendar year retail pharmacies may re-
guest DEA authorization to destroy damaged, outdated or
otherwise unwanted controlled substances. The pharmacy
must complete DEA Form-41 (Registrants Inventory of Drugs
Surrendered, see Appendix 1), listing all drugs to be de-
stroyed. In addition, the pharmacy must prepare a letter
requesting permission to destroy the controlled substances,
proposing a date and method of destruction, and listing the
names of at least two people who will witness the destruc-
tion. The witnesses should be either a licensed physician,
pharmacist, mid-level practitioner, nurse, or a state or local
law enforcement officer. Both documents must be received
by the nearest DEA Diversion Field Office at least two weeks
prior to the proposed destruction date. After reviewing all
available information, the DEA office will then notify the
registrant in writing of its decision. Once the controlled
substances have been destroyed, signed copies of the DEA
Form-41 must be forwarded to DEA. The pharmacist should
contact local environmental authorities prior to implementing
the proposed method of destruction to ascertain that hazards
are not associated with the destruction.
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Exception to DEA
Authorization for Destruction

Prior DEA authorization to destroy controlled sub-
stances is not necessary when an authorized member of a
state law enforcement authority or regulatory agency wit-
nesses the destruction. Copies of a DEA Form-41 or state
controlled substance destruction form must be forwarded to
the local DEA Diversion Office after the destruction.

Distributors Authorized to
Destroy Controlled Substances

A pharmacy may at any time forward controlled sub-
stances to DEA registered distributors who handle the
disposal of drugs. The pharmacist may contact their local
DEA Diversion Field Office for an updated list of those
distributors in their area. When a pharmacy transfers Sched-
ule Il substances to a distributor for destruction, the distribu-
tor must issue an Official Order Form (DEA Form-222) to the
pharmacy. When Schedule IlI-V controlled substances
are transferred to a distributor for destruction, the pharmacy
should document in writing the drug name, dosage form,
strength, quantity and date transferred. The DEA registered
distributor who will destroy the controlled substances is
responsible for submitting a DEA Form-41 to DEA when the
drugs have been destroyed. A DEA Form-41 should not be
used to record the transfer of controlled substances between
the pharmacy and the registered distributor disposing the
drugs.
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“Blanket Authorization” for
Destruction of Controlled Substances

DEA will issue a “Blanket Authorization” for destruction
of controlled substances on a very limited basis to those
registrants who are associated with hospitals, clinics or other
registrants having to dispose of used needles, syringes or
other injectable objects only. This limited exception is
granted because of the probability that those objects have
been contaminated by hazardous bodily fluids. The pharma-
cist should contact their local DEA Diversion Field Office for
information about how to request such an authorization.
DEA will evaluate requests for a blanket authorization based
on the following guidelines:

1. Frequency of destruction (i.e., daily, weekly) and
volume of drugs involved that warrant such authoriza-
tion.

2. Method of destruction. Drugs must be destroyed in

such a manner that they are beyond reclamation.

. Registrant’s past history.

. Security at the pharmacy or registered location.

. Name and position of the individual responsible for

the destruction.

[S2lF ~ N OV)

Those registrants granted blanket authorization to
destroy controlled substances must complete DEA Form-41
(Registrants Inventory of Drugs Surrendered, see Appendix

.
Security Requirements

The DEA requires pharmacies to keep Schedule I, I,
IV and V controlled substances in a locked cabinet or dis-
persed through the non-controlled stock to deter theft. An
electronic alarm system is recommended.
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Request for Employment Waiver
for Certain Pharmacy Employees

A pharmacy registrant (i.e., the registrant or corporation
which owns the pharmacy) must not employ in a position
which allows access to controlled substances, anyone
who has been convicted of a felony relating to controlled
substances, or who, at any time, has had an application
for DEA registration denied, revoked, or surrendered for
cause. “For cause” means surrendering a registration in lieu
of, or as a consequence of, any federal or state administra-
tive, civil or criminal action resulting from an investigation of
the individual's handling of controlled substances.

However, pharmacies desiring to employ an individual
who meets this definition may request an exception to this
requirement (see 21 CFR 1307.03) from DEA. The employer
must have a waiver approved before hiring the applicant. A
waiver request should be sent to DEA Headquarters, Office
of Diversion Control, Washington, D.C. 20537.

A pharmacy registrant who applies for such a waiver should
understand that the following factors will be considered:

1. A detailed description of the nature and extent of
the applicant’s past controlled substances viola-
tions.

2. Activities of the applicant since the violation.

3. Current status of the applicant’s state licensure.

4. Extent of applicant’s proposed access to controlled
substances.

5. Registrant’s proposed physical and professional
safeguards to prevent diversion by the applicant if
employed.

6. Status of employing registrant regarding handling of
controlled substances.

7. Other pertinent information uncovered by DEA in its
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investigation of the applicant’s or registrant’'s han-
dling of controlled substances.

8. Such a waiver should not be considered unless
there are valid reasons to believe that diversion is
unlikely to occur.

Controlled Substance Theft or Loss

1. Notify DEA and Local Police

Immediately upon discovery of a theft or significant
loss of controlled substances, a pharmacy, as required by
regulation, must contact the nearest DEA Diversion Field
Office (see Appendix T) by telephone, facsimile or by a
brief written message explaining the circumstances. A
pharmacy should also notify the local police as may be
required by state law. If there is a question as to whether a
theft has occurred or a loss is significant, a registrant
should err on the side of caution and report it to DEA.

DEA must be notified directly. This requirement is not
satisfied by reporting the theft or significant loss in any other
manner. For example, a corporation which owns/operates
multiple registered sites and wishes to channel all notifica-
tions through corporate management or any other internal
department responsible for security must still provide notice
directly to DEA “upon discovery” and keep a copy for its
records.

2. Complete DEA Form-106

A pharmacy shall also complete DEA Form-106
(Report of Theft or Loss of Controlled Substances). To
obtain a DEA Form-106 (see Appendix J), contact the near-
est DEA Diversion Field Office (see Appendix T). The DEA
Form-106 will formally document the actual circumstances of
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the theft or significant loss and the quantities of controlled
substances involved, once this information has been deter-
mined conclusively. The pharmacy should send the original
DEA Form-106 and a copy to the appropriate DEA Diversion
Field Office and keep a copy for its records.

The DEA Form 106 must include the
following information:

. Name and address of firm (pharmacy)

. DEA registration number

. Date of theft

. Name and telephone number of local police depart-
ment notified

5. Type of theft (night break in, armed robbery, etc.)

6. Listing of symbols or cost code used by pharmacy

in marking containers (if any)
7. Listing of controlled substances missing from theft
or significant loss

A WN P

3. If Investigation Finds No Theft or Loss

If after an investigation of the circumstances surround-
ing the theft or significant loss it is determined that no such
theft or significant loss occurred, no DEA Form-106 need be
filed.

However, the registrant should notify DEA in writing

of this fact in order to resolve the initial report and explain
why no DEA Form-106 was filed regarding the incident.

4. Registrant’s Responsibility for Identifying
“Significant Loss”

Although the CSA regulations do not define the term
“significant loss,” it is the responsibility of the registrant to use
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his/her best judgement to take appropriate action. A signifi-
cant loss depends, in large part, on the business of the
pharmacy and the likelihood of a rational explanation for a
particular occurrence. What would constitute a significant
loss for a pharmacy may be viewed as comparatively insig-
nificant for a hospital or distributor.

Further, the loss of a small quantity of controlled sub-
stances, repeated over a period of time, may indicate a
significant problem for a registrant, a problem which must be
reported to DEA, even though the individual amounts of
missing controlled substances are not, in and of themselves,
significant. Registrants must report a loss upon discovery.
In particular, a pharmacist should be alert for suspicious or
unexplained losses. Any signs of a break in, physical
entry or armed robbery should be reported. The burden
of responsibility is on the registrant to identify what is a
significant loss and make the required report to DEA.

Some factors to consider for determining significant loss
include:
1. The schedule of the missing items.
2. The abuse potential of the missing items.
3. The abuse potential in your area of the missing
substance.
4. The quantity missing (one tablet vs. one bottle or
container).
5. Is this the first time this loss has occurred? Has a
similar loss occurred before?
6. Was this loss reported to local law enforcement
authorities?
7. If there is a question as to whether a loss is signifi-
cant, a registrant should err on the side of caution
and report it to DEA.

If it is determined that the loss is not significant, place
a record of the occurrence in your theft and loss file for future
reference.
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In-Transit Loss

When all or part of a shipment disappears, or never
reaches its intended destination, the supplier is responsible
for reporting the in-transit loss of controlled substances to
DEA. A pharmacy is responsible for reporting any loss of
controlled substances after a pharmacist has signed for or
taken custody of a shipment. If it's discovered after that point
that an in-transit loss or theft has occurred, the pharmacist
must submit a DEA Form-106.

Breakage/Spillage

DEA further wishes to clarify that the breakage of
controlled substances does not constitute a “loss” of con-
trolled substances. When there is breakage, damage or
spillage or some other form of destruction, any recoverable
controlled substances must be disposed of according to DEA
requirements. Damaged goods may be disposed of through
shipment to a “reverse distributor” or by a DEA approved
process as defined on pages 15-16 (Destruction of Con-
trolled Substances). When this disposal occurs, it must be
reported to DEA on a DEA Form-41 (Registrants Inventory of
Drugs Surrendered, see Appendix ).

Controlled Substance
Registrant Protection Act of 1984

Robberies, burglaries and assaults on pharmacists and
other registrants by those seeking controlled substances are
a serious problem in the United States. These crimes result
in property loss, serious injury to professionals and bystand-
ers, and trafficking which serves to fuel the drug abuse
problem.
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Federal Investigation

The Controlled Substances Registrant Protection Act of
1984 (CSRPA) provides for the federal investigation of
pharmaceutical thefts and robberies if any of the following
conditions are met:

1. Replacement cost of the controlled substances taken
is $500 or more.

2. A registrant or other person is killed or suffers “signifi-
cant” bodily injury during the commission of the
robbery or theft of a controlled substance.

3. Interstate or foreign commerce is involved in planning
or executing the crime.

Penalties Upon Conviction

The perpetrator convicted of violating the CSRPA's
provisions is subject to the following penalties:

1. Conviction for commission of burglary or robbery can
result in a maximum $25,000 fine and/or 20 years
imprisonment.

2. Conviction for use of a dangerous weapon in the
commission of the crime can result in a maximum
$35,000 fine and/or 25 years imprisonment.

3. If death results from the crime, the convicted person
can receive a maximum $50,000 fine and/or life
imprisonment.

Recordkeeping Requirements

Every pharmacy must maintain complete and accurate
records on a current basis for each controlled substance
purchased, received, distributed, dispensed or otherwise
disposed of. All records of controlled substances must be
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maintained for two years. This recordkeeping system

allows a controlled substance to be tracked from the time it is
manufactured to the time it is dispensed to the ultimate user.
(Recordkeeping requirements for List | Chemicals are con-
tained in the Chemical Requirements section.)

All records concerning controlled substances must be
maintained for at least two years for inspection and copying
by duly authorized DEA officials. Records and inventories of
Schedule Il controlled substances must be maintained
separately from all other records of the registrant. All records
and inventories of Schedule 1lI, IV and V controlled sub-
stances must be maintained either separately from all other
records or in such a form that the information required is
readily retrievable from the ordinary business records.
(Recordkeeping requirements for prescriptions are detailed
in the Prescription Records section.)

Readily retrievable means that:

1. Certain records are kept by automatic data process-
ing systems or other electronic or mechanized recordkeeping
systems in such a manner that they can be separated out
from all other records in a reasonable time.

2. And/or records are kept on which certain items are

asterisked, redlined or in some other manner visually identifi-
able apart from other items appearing on the records.

Records that Must be Maintained

1. Official Order Forms (DEA Form-222).5
2. Power of Attorney authorization to sign Order Forms.

8 DEA's Official Order Forms are the required records of receipt and sale for
Schedule Il controlled substances.
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3. Receipts and invoices for Schedule llI, IV, and V
controlled substances as well as “threshold quantities™
of List | chemicals.

4. All inventory records of controlled substances, includ-
ing the initial and biennial inventories.

5. Records of controlled substances distributed or dis-
pensed (i.e., prescriptions) and threshold amounts of
List | chemicals distributed.

. Report of Theft or Loss (DEA Form-106).

7. Inventory of Drugs Surrendered for Disposal (DEA

Form-41).

8. Records of transfers of controlled substances between
pharmacies.

9. DEA registration certificate.

(o2}

Central Recordkeeping

A registrant desiring to maintain shipping and financial
records at a central location other than the registered loca-
tion must notify the nearest DEA Diversion Field Office (see
Appendix T). Unless the registrant is informed by the DEA
that the permission to keep central records is denied, the
registrant may begin maintaining central records 14 days
after notifying DEA. Central recordkeeping requirements are
described in 21 CFR, 1304.04. Central recordkeeping
permits are no longer issued by the DEA.

Prescription Records

Pharmacies have three options for filing prescription
records under the Code of Federal Regulations. If there is a
conflict between federal and state requirements for filing
prescriptions, DEA recognizes that the pharmacy must

7 The quantity of a particular chemical, above which recordkeeping and other control

provisions of the CSA apply. See Appendix B “List | Chemicals with Domestic
Threshold Amounts”.
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choose a filing system that would comply with both federal
and state law (Title 21 USC, Section 903).

All prescription records must be readily retrievable for
DEA inspection. Controlled substance prescriptions must be
filed in one of the following three ways:

Option 1 (Three separate files)

« A file for Schedule Il drugs dispensed,

« Afile for Schedule lll, IV and V drugs dispensed, and

« A file for prescription orders for all noncontrolled
drugs dispensed.

Option 2 (Two separate files)

« Afile for all Schedule Il drugs dispensed,

« Afile for all other drugs dispensed (honcontrolled
and those in Schedule 111, IV and V). If this method
is used, a prescription for a Schedule Ill, IV and V
drug must be made readily retrievable by use of a
red “C” stamp not less than one inch high.®

Option 3 (Two separate files)

» Afile for all Schedule 11-V controlled substances. If
this method is used, a prescription for a Schedule Ill,
IV and V drug must be made readily retrievable by
use of a red “C” stamp not less than one inch high.®

« A file for prescription orders for all noncontrolled
drugs dispensed.

Inventory Requirements

Inventory means a complete and accurate list of all
stocks and forms of controlled substances in the possession

8 lfa pharmacy has an electronic recordkeeping system for prescriptions which

permits identification by prescription number and retrieval of original documents
by prescriber’s name, patient’s name, drug dispensed and date filled, then the
requirement to mark the hard copy prescription with a red “C” is waived.
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of the registrant as determined by an actual physical count.
The CFR also requires that all inventories be maintained at
the registered location in a readily retrievable manner for at
least two years for copying and inspection. In addition, the
inventory of Schedule Il controlled substances must be kept
separate from those for all other controlled substances.

Initial Inventory

When issued a DEA registration, a registrant must take
an initial inventory, which is an actual physical count of all
controlled substances in their possession. If there are no
stocks of controlled substances on hand, the registrant
should make a record showing a zero inventory. There is
no requirement to submit a copy of the inventory to the
DEA.

The Code of Federal Regulations (CFR) requires that the
inventory include:

1. The inventory date.

2. The time the inventory is taken (i.e., opening or close
of business).

3. The drug name.

4. The drug strength.

5. The drug form (e.g., tablet, capsule, etc.).

6. The number of units/volume.

7. The total quantity.

DEA recommends that the inventory record include:
1. The name, address and DEA registration number of
the registrant.

2. The signature of the person or persons responsible
for taking the inventory.
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Biennial Inventory

Following the initial inventory, the registrant is re-
quired to take a biennial inventory (every two years), which
requires the same information as the initial inventory (see list
above) of all controlled substances on hand. The biennial
inventory may be taken on any date which is within two
years of the previous inventory date. There is no require-
ment to submit a copy of the inventory to DEA.

When taking the inventory of Schedule Il controlled
substances, an actual physical count must be made. For
the inventory of Schedule 1ll, IV and V controlled sub-
stances, an estimated count may be made. An actual
physical count must be made if the container holds more
than 1,000 dosage units and has been opened.

Inventorying Newly Scheduled
Controlled Substances

When a drug not previously controlled is scheduled, the
drug must be inventoried as of the effective date of scheduling.

Inventory of Drugs for Destruction
or No Longer Saleable

Each controlled substance that is (1) damaged,
defective, or impure and is awaiting disposal, (2) held for
quality control purposes, or (3) maintained for extemporane-
ous compoundings, must be inventoried.

The Code of Federal Regulations (CFR) requires that
the inventory include:
1. The inventory date.
2. The drug name.
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3. The drug strength.

4. The drug form (e.g., tablet, capsule, etc.).

5. The total quantity or total number of units/volume.

6. The reason why the substance is being maintained.

7. Whether substance is capable of being used in the
manufacture of any controlled substance in finished
form.

Ordering Controlled Substances

Schedule Il Substances

Only Schedule | and Il controlled substances are
ordered with a DEA Form-222 (Official Order Form, see
Appendix H). An Official Order Form is required for each
distribution, purchase or transfer of a Schedule Il controlled
substance.

When a controlled substance has been transferred by
DEA from Schedule Il to another schedule at the federal
level, in many states it remains in Schedule Il pending any
legislative or administrative actions that may result from the
federal action. Many states require that transactions involv-
ing substances that they classify as Schedule Il be made via
DEA Form-222 Official Order Forms. Where federal and
state laws or regulations conflict, the stricter applies.
When the use of DEA Form-222 Official Order Forms for the
transfer of a controlled substance is not required under
federal law, its use as mandated by these states does not
violate federal law and is therefore permitted.

Requesting Official Order Forms

Official Order Forms can be initially requested by
checking “block 3" on the application for new registration
(DEA Form-224). There is no charge. Send the form to:
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Drug Enforcement Administration
Registration Unit

Central Station

P.O. Box 28083

Washington, D.C. 20038-8083

Once a registrant has received Official Order Forms
(DEA Form-222), a separate requisition form (DEA Form-
222a) will be mailed to the registrant to request additional
Official Order Forms. The registrant may also request Offi-
cial Order Forms by calling either the DEA Headquarters
Registration Unit (toll free: 1-800-882-9539) or the nearest
DEA Registration Field Office (See Appendix T).

Each book of DEA Official Order Forms consists of
seven sets of forms. Each pharmacy is provided a maximum
of six books at one time unless its needs exceed this limit. In
such a case, the pharmacy should contact the DEA Registra-
tion Field Office serving their state (Appendix T).

Completing Official Order Forms

When ordering Schedule Il substances, the pharmacist
is responsible for filling in the number of packages, the size
of the package and the name of the item. Each Official
Order Form must be signed and dated by a person
authorized to sign a registration application. (See Power
of Attorney to Sign an Official Order Form.) When the
items are received, the pharmacist must document on the
purchaser’s copy (copy 3) the actual number of packages
received and the date received.

Official Order Forms must be maintained separately
from the pharmacy’s other business records. However, this
does not preclude a registrant from attaching a copy of the
supplier’s invoice to the related Order Form.
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The Code of Federal Regulations requires that the
Official Order Form must be “complete, legible, and properly
prepared, with no signs of alteration, erasure or change of
any description.” A supplier may refuse to accept an order for
any of these reasons. However, DEA has acknowledged
some minor changes or alterations may be accepted by a
supplier. For example, suppliers may correct Official Order
Forms that have:

« Minor errors, which lack inconsequential information
or

« Anincorrect date unintentionally annotated by the
purchaser.

If an order is refused, the supplier should return Official
Order Form copies 1 and 2 to the purchaser with a statement
explaining the reason the order was refused.

DEA policy does not preclude the substitution of identi-
cal products differing in packaging size from those initially
ordered, provided that the actual quantity received does not
exceed the amount initially ordered and that the National
Drug Code number reflected is that of the actual product
shipped. For example, a distributor may substitute 5 bottles
of 100, 2mg tablets for 1 bottle of 500, 2mg tablets or any
variation thereof.

Power of Attorney to Sign an Official
Order Form

Any registrant (pharmacy) may authorize one or more
individuals, whether or not they are located at the registered
location, to obtain and execute Official Order Forms by
granting a power of attorney to each such individual. The
power of attorney must be signed by the same person
who signed the most recent application for registration
or renewal registration, as well as the individual being
authorized to obtain and execute Official Order Forms.
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The power of attorney may be revoked at any time by
the person who signed the power of attorney. It is necessary
to grant a new power of attorney when the pharmacy com-
pletes a renewal registration, only if the renewal application
is signed by a different person. The power of attorney should
be filed with executed Official Order Forms as a readily
retrievable record. The power of attorney is not submitted
to DEA.

Suggested formats for granting and revoking power of
attorney follow:

POWER OF ATTORNEY FOR DEA
ORDER FORMS

(Name of registrant)
(Address of registrant)

(DEA registration number)

l, (name
of person granting power), the undersigned, who is autho-
rized to sign the current application for registration of the
above-named registrant under the Controlled Substances
Act or Controlled Substances Import and Export Act, have
made, constituted, and appointed, and by these present, do
make, constitute, and appoint

(name of attorney-in-fact),
my true and lawful attorney for me in my name, place, and
stead, to execute applications for books of official order
forms and to sign such order forms in requisition for Sched-
ule I and Il controlled substances, in accordance with Section
308 of the Controlled Substances Act (21 U.S.C. 828) and
part 1305 of Title 21 of the Code of Federal Regulations. |
hereby ratify and confirm all that said attorney shall lawfully
do or cause to be done by virtue hereof.

(Signature of person granting power) |,
(name of attorney-in-fact), hereby affirm that | am the person
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named herein as attorney-in-fact and that the signature
affixed hereto is my signature.

Witnesses:

1.

2.

Signhed and dated onthe _ day of in the
year at

NOTICE OF REVOCATION OF POWER OF ATTORNEY

The foregoing power of attorney is hereby revoked by the
undersigned, who is authorized to sign the current applica-
tion for registration of the above-named registrant under the
Controlled Substances Act or the Controlled Substances
Import and Export Act. Written notice of this revocation has
been given to the attorney-in-fact

this same day.
(Signature of person revoking power)

Witnesses:

1.

2.

Signed and dated on the day of :
in the year at

Lost or Stolen Order Forms

When the pharmacist has not received a shipment of
controlled substances, he/she should first contact the sup-
plier to determine whether the original DEA Form-222 was
received. If the original order form has been lost or stolen,
the pharmacist must complete a second order form so the
supplier can fill the original order. The pharmacist must also
prepare a statement which includes the first order form’s
serial number and date, and verify that the drugs ordered

34



were never received. Attach a copy of the statement to the
second order form that is sent to the supplier. The pharma-
cist must keep a copy of the statement with copy 3 from the
first and second order forms.

A pharmacy, upon discovery of the loss or theft of
unused order forms, must immediately report the loss to the
nearest DEA Diversion Field Office (Appendix T), and pro-
vide the serial numbers of each lost or stolen order form. If
an entire book or multiple books of order forms are lost or
stolen, and the serial numbers of the missing forms cannot
be identified, the pharmacist must report the approximate
date of issuance (in lieu of the serial numbers) to the DEA. If
an unused order form reported stolen or lost is later recov-
ered or found, the pharmacy must immediately notify the
nearest DEA Diversion Field Office.

Schedule IlI-V Substances

The registrant (pharmacy) must keep a receipt (i.e.,
invoice or packing slip) on which they record the date the
drugs were received and confirm that the order is accurate.
These receipts must be maintained in a readily retrievable
manner for inspection by the DEA.

Prescription Requirements

To dispense controlled substances, a pharmacist must
know the requirements for a valid prescription which are
described in this section. A prescription is an order for
medication which is dispensed to or for an ultimate user. A
prescription is not an order for medication which is dis-
pensed for immediate administration to the ultimate user
(e.g., an order to dispense a drug to an inpatient for immedi-
ate administration in a hospital is not a prescription.)
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A prescription for a controlled substance must be dated
and signed on the date when issued. The prescription must
include the patient’s full name and address, and the
practitioner's name, address, and registration number. The
prescription must also include the drug name, strength,
dosage form, quantity prescribed, directions for use, and
number of refills. Where an oral prescription is not permitted,
a prescription must be written in ink or indelible pencil or
typewritten and must be manually signed by the
practitioner. An individual (i.e., secretary or nurse) may be
designated by the practitioner to prepare prescriptions for
his/her signature. The practitioner is responsible for making
sure that the prescription conforms in all essential respects
to the law and regulations.

Who May Issue

A prescription order for a controlled substance may be
issued only by a physician, dentist, podiatrist, veterinarian,
mid-level practitioner or other registered practitioner who is:

1. Authorized to prescribe controlled substances by the

jurisdiction in which he/she is licensed to practice;
and

2. Registered with DEA or exempted from registration

(i.e., Public Health Service and Bureau of Prison
physicians).

Verification of Practitioner
Registration

Construction of Valid DEA Registration
Numbers for Practitioners

Knowing how a DEA registration number is constructed
can be a useful tool for recognizing a forged prescription.
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(For additional information regarding forged prescrip-
tions, see Appendix O) Prior to October 1, 1985, DEA
registration numbers for physicians, dentists, veterinarians
and other practitioners started with the letter A. New regis-
tration numbers issued to practitioners after that date begin
with the letter B. Registration numbers issued to mid-level
practitioners begin with the letter M. The first letter of the
registration number is followed by the first letter of the
registrant’s last name. (e.g., J for Jones or S for Smith), and
then a computer generated sequence of seven humbers
(such as MJ3614511). (See Mid-Level Practitioner (MLP)
regarding their authority to prescribe controlled substances.)

Practitioner’s Use of a Hospital’'s
DEA Registration Number

An individual practitioner (e.g., intern, resident, staff
physician, mid-level practitioner) who is an agent or em-
ployee of a hospital or other institution may, when acting in
the usual course of business or employment, administer,
dispense or prescribe controlled substances under the
registration of the hospital or other institution in which he or
she is employed, provided that:

1. The dispensing, administering, or prescribing is in the
usual course of professional practice;

2. The practitioner is authorized to do so by the state in
which he or she is practicing;

3. The hospital or institution has verified that the practi-
tioner is permitted to dispense, administer or pre-
scribe controlled substances within the state;

4. The practitioner acts only within the scope of employ-
ment in the hospital or institution;

5. The hospital or institution authorizes the practitioner to
dispense or prescribe under its registration and
assigns a specific internal code nhumber for each
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practitioner so authorized (See example of a specific
internal code number below);

AB1234567-012

Hospital I ‘[ Physician's
DEA Registration Hospital Code
Number Number

6. A current list of internal codes and the corresponding
individual practitioners is to be kept by the hospital or
other institution. This list is to be available at all times
to other registrants and law enforcement agencies
upon request for the purpose of verifying the authority
of the prescribing individual practitioner. Pharma-
cists should contact the hospital or other institu-
tion for verification if they have any doubts in
dispensing such a prescription.

Exception to the Registration

Requirement for Public Health
Service or Bureau of Prisons

Personnel

Any official of the Public Health Service or Bureau of
Prisons who is authorized to prescribe, dispense or adminis-
ter, but not to procure or purchase, controlled substances in
the course of his or her official duties, is not required to be
registered with DEA. Such officials must specify their agency
and service identification number of the issuing official in lieu
of a DEA registration number on any prescriptions for con-
trolled substances. The service identification number for a
Public Health Service employee is his/her Social Security
Number.
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Registration Requirement for
Military Personnel

The requirement for registration is waived for military
physicians who prescribe, dispense, or administer, but do not
procure or purchase, controlled substances in the course of
official duties. Military physicians issuing prescriptions must
indicate the branch of service or agency and the service
identification number in lieu of the registration number re-
guired on prescriptions. Such prescriptions may be filled off
base at community pharmacies.

Many computer systems at pharmacies are pro-
grammed to accept a DEA registration number and the use
of a service identification number causes delays when
dispensing a prescription. As a result, DEA has begun to
issue DEA registrations to active duty military physicians to
expedite the filling of prescriptions at community pharmacies.
Therefore, a prescription from a military physician must
contain either the service identification number or a DEA
registration number of the prescriber.

DEA will not issue registrations to mid-level practitio-
ners (MLP) in the military unless they are specifically li-
censed in the state where they are stationed and the state
allows the MLP to dispense controlled substances.

Physicians and MLPs must obtain a separate DEA
registration for any work outside of official duties and they

must follow the requirements of the jurisdiction in which they
are performing the non-official work.

Mid-Level Practitioners

Mid-level practitioners (MLP) are registered and autho-
rized by the DEA and the state in which they practice to
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dispense, administer and prescribe controlled substances in
the course of professional practice. Examples of MLPs
include, but are not limited to, health care providers such as
nurse practitioners, nurse midwives, nurse anesthetists,
clinical nurse specialists, physician assistants, optometrists,
ambulance services, animal shelters, veterinarian euthanasia
technicians, nursing homes and homeopathic physicians.

MLPs may receive individual DEA registration granting
controlled substance privileges. However, such registration is
contingent upon authority granted by the state in which they
are licensed. DEA registers MLPs whose states clearly
authorize them to prescribe, dispense and administer con-
trolled substances in one or more schedules. The fact that
an MLP has been issued a valid DEA registration number
(beginning with the letter M) will be evidence that he/she is
authorized to prescribe, dispense and/or administer at least
some controlled substances.

However, it will still be incumbent upon the pharma-
cist who fills the prescription to ensure that the MLP is
prescribing within the parameters established by the
state in which he/she practices. MLP authority to pre-
scribe controlled substances varies greatly by state.
Check with your state licensing or controlled substances
authority to determine which MLP disciplines are autho-
rized to prescribe controlled substances in your state.

Purpose of Issue

To be valid, a prescription for a controlled substance
must be issued for a legitimate medical purpose by a practi-
tioner acting in the usual course of sound professional
practice. The practitioner is responsible for the proper pre-
scribing and dispensing of controlled substances. However, a
corresponding responsibility rests with the pharmacist who
dispenses the prescription. An order for controlled sub-
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stances which purports to be a valid prescription, but is not
issued in the usual course of professional treatment, or for
legitimate and authorized research, is not a valid prescription
within the meaning and intent of the CSA. The individual
who knowingly dispenses such a purported prescription, as
well as the individual issuing it, will be subject to criminal
and/or civil penalties and administrative sanctions.

A prescription may not be issued in order for an indi-
vidual practitioner to obtain a supply of controlled substances
for the purpose of general dispensing to his/her patients.
Therefore, a prescription written for office stock or
“medical bag” use is not valid.

Schedule Il Substances

Schedule Il substances require a written prescription
which must be signed by the practitioner. There is no time
limit when a Schedule Il prescription must be filled after
being signed by the physician. However, the pharmacist
must determine that the prescription is still needed by the
patient (e.g., a harcotic prescription filled several weeks after
being written.) Federal regulations place no quantity limits
on any prescriptions. For Schedule Il substances, an oral
order is only permitted in an emergency situation. (See
Emergency Dispensing section).

Refills
Refilling a Schedule Il prescription is prohibited.

Facsimile Prescriptions for
Schedule Il Substances

In order to expedite filling the prescription, a prescriber
may fax the Schedule Il prescription to the pharmacy, as
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authorized in a final rule published in May 1994. This rule
requires that the original Schedule Il prescription be pre-
sented to the pharmacist and verified against the facsimile at
the time the controlled substance is actually dispensed. The
pharmacist must make sure the original document is properly
annotated and filed with the records that are required to be
kept.

In an emergency, a practitioner may transmit a pre-
scription for a Schedule 1l controlled substance by facsimile
or telephone to the pharmacy, and the pharmacist may
dispense the prescription. However, the prescribing practitio-
ner must provide a written, signed prescription to the phar-
macist within seven days, and the pharmacist must notify
DEA if he/she does not receive the prescription. (See Emer-
gency Dispensing.)

Exceptions for Schedule Il
Facsimile Prescriptions

DEA also granted three exceptions to the facsimile
prescription requirements for Schedule 1l controlled sub-
stances. The facsimile of a Schedule Il prescription may
serve as the original prescription as follows:

1. A practitioner prescribing Schedule Il narcotic con-
trolled substances for a patient undergoing home infusion/
intravenous (IV) pain therapy, may transmit the prescription
by facsimile. The practitioner’s agent may also transmit the
prescription to the pharmacy. The pharmacy will consider
the facsimile prescription a “written prescription” and no
further prescription is required. All normal requirements
of a legal prescription must be followed.

2. Practitioners prescribing Schedule 1l controlled
substances for patients in Long Term Care Facilities
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(LTCF), which are normally filled and delivered to the facility
by the pharmacy, may transmit a prescription by facsimile to
the dispensing pharmacy. The practitioner’'s agent may also
transmit the prescription to the pharmacy. The facsimile
prescription serves as the original written prescription
for the pharmacy. No further original prescription is
required.

3. A practitioner prescribing a Schedule Il narcotic
substance for a patient in hospice care as certified by
Medicare under Title XVIII, may transmit a prescription to the
dispensing pharmacy by facsimile. The practitioner’s agent
may also transmit the prescription to the pharmacy. The
practitioner will note on the prescription that it is for a
hospice patient. The facsimile serves as the original
written prescription.

Schedule IlI-V Substances

A prescription for controlled substances in Schedule lll,
IV and V issued by a practitioner may be communicated
either orally, in writing or by facsimile to the pharmacist and
may be refilled if so authorized on the prescription.

Refills

Schedule 11l and IV controlled substances may be
refilled if authorized on the prescription. However, the pre-
scription may only be refilled up to five times within six
months after the date of issue. After five refills or after six
months, whichever occurs first, a new prescription is re-
quired.

Schedule V controlled substances may only be refilled

as authorized on the prescription by the prescribing practitio-
ner.
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When a prescription for any controlled substance in
Schedule 111, 1V, or V is refilled, the following information must
be entered on the back of the prescription: the dispensing
pharmacist’s initials, the date the prescription was refilled,
and the amount of drug dispensed on the refill. If the phar-
macist only initials and dates the back of the prescription, the
pharmacist will be deemed to have dispensed a refill for the
full face amount of the prescription.

Computerization of
Prescription Information

A pharmacy is permitted to use a data processing
system as an alternative to the manual method for the
storage and retrieval of prescription order refill information
for Schedule 111, IV and V controlled substances.

The computer system must provide on-line retrieval of
original prescription information for those prescriptions which
are currently authorized for refill. The information must
include, but is not limited to the original prescription number,
date of issuance, full name and address of the patient, the
prescriber's name, address, and DEA registration number;
the name, strength, dosage form and quantity of the con-
trolled substance prescribed; and the total number of refills
authorized by the prescriber.

In addition, the computer system must provide on-line
retrieval of the current refill history for Schedule Ill, IV, or V
controlled substance prescriptions. This information must
include, but is not limited to: the name of the controlled
substance, the date of refill, the quantity dispensed, the
dispensing pharmacist’s identification code, or name/initials
for each refill, and the total number of refills dispensed to
date for that prescription. The pharmacist must verify and
document that the refill data entered into the system is
correct. All computer generated prescription/refill documen-
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tation must be stored in a separate file at the pharmacy and
be maintained for a two-year period from the dispensing
date. To meet the CFR recordkeeping requirements, the
pharmacy’s computer must comply with the following guide-
lines:

1. If the system provides a hard copy printout of each
day’s controlled substance prescription refills, each
pharmacist who refilled those prescriptions shall verify
their accuracy by signing and dating the printout as he/
she would sign a check or legal document.

2.This printout must be provided to each pharmacy which
uses the computer system within 72 hours of the date
on which the refill was dispensed. The printout must
be verified and signed by each pharmacist who dis-
pensed the refills.

3. In lieu of such a printout, the pharmacy shall maintain
a bound log book, or separate file in which each
pharmacist involved in the day’s dispensing signs a
statement verifying that the refill information entered
into the computer that day has been reviewed by him/
her and is correct.

4. A pharmacy computer system shall have the capability
of printing out any refill data which the pharmacy must
maintain under the Controlled Substances Act. For
example, this would include a refill-by-refill audit trail for
any specified strength and dosage form of any con-
trolled substance, by either brand or generic name or
both, dispensed by the pharmacy. Such a printout
must include:

Prescribing practitioner's name.
Patient’'s name and address.
Quantity dispensed on each refill.
Dispensing date for each refill.
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» Name or identification code of the dispensing
pharmacist.
»  Original prescription number.

In any computerized system employed by a user
pharmacy, the central recordkeeping location must
be capable of providing a printout to a requesting
pharmacy of the above information within 48 hours.

5. In case a pharmacy’s computer system experiences
downtime, the pharmacy must have a back-up proce-
dure to document in writing refills of Schedule 111, IV
and V substances. This procedure must ensure that
refills are authorized by the original prescription, that
the maximum number of refills has not been exceeded,
and that all required data is retained for on-line entry as
soon as possible.

6. A pharmacy may use only one of the two systems
described (i.e., manual or computer).

Facsimile Prescriptions for
Schedule 1llI-V Substances

Prescriptions for Schedule IlI-V controlled substances
may be transmitted by facsimile from the practitioner or an
employee or agent of the individual practitioner. The facsimile
is considered to be equivalent to an original prescription.

Telephone Authorization for
Schedule llI-V Prescriptions

Only the practitioner can prescribe controlled sub-
stances and this authority cannot be delegated to anyone
else. A prescription issued by a practitioner may be called in
to a pharmacist by the practitioner or an employee or agent of
the individual practitioner. It is the pharmacist’s responsibility
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to insure that these telephone prescriptions are valid and
properly authorized by the practitioner. (See Pharmacist’s
Guide to Prescription Fraud, Appendix O)

Transfer of Prescription Information

DEA will allow the transfer of original prescription

information for Schedule IlI, IV and V controlled substances
for the purpose of refill dispensing between pharmacies on a
one time basis, if permissible under state law. (See Pre-
scription Requirements section.)

Pharmacies electronically sharing a real time, online
database may transfer up to the maximum refills permitted by
law and the prescriber’s authorization. Such systems must
contain the information required for a valid prescription.

Prescription Monitoring Programs

A prescription monitoring program is a state-adminis-
tered data collection system used to gather prescription
information. This information may be made available to state
and federal investigators on a need-to-know basis.

Many states have adopted either a multiple copy
prescription program or an electronic data transmission
system because they have proven to be an effective tool for
detecting pharmaceutical diversion, for developing pharma-
cist and physician medical education programs that heighten
awareness about diversion, prescription drug abuse, drug
trends, and for tracking effective use of prescription medica-
tion within a state. For the pharmacist, the data can be used
to identify potential “doctor shoppers,” and those who attempt
to obtain controlled substances by fraud, forgery or deceit.

In the states that have adopted these programs, a large
part of their success has been attributed to the pharmacists’
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participation. DEA strongly endorses prescription monitoring
programs and works closely with the states on these pro-
grams.

Dispensing Requirements

Required Information for
Prescription Labels

The pharmacist dispensing a prescription for a con-
trolled substance must affix to the container a label showing
the pharmacy name and address, the serial (prescription)
number, date of initial dispensing, the name of the patient,
the name of the prescribing practitioner, and directions for
use and cautionary statements, if any, contained on the
prescription as required by law.

Federal Food and Drug Administration (FDA) regula-
tions require that the label of any drug listed as a “controlled
substance” in Schedule Il, Ill, or IV of the Controlled Sub-
stances Act must, when dispensed to or for a patient, con-
tain the following warning: CAUTION: Federal law prohib-
its the transfer of this drug to any person other than the
patient for whom it was prescribed.

Schedule Il Controlled Substances

A pharmacist may dispense a Schedule Il controlled
substance, which is a prescription drug as determined under
the Federal Food, Drug and Cosmetic Act, only pursuant to a
written prescription signed by the practitioner, except in an
emergency situation as described in the following sec-
tion.
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Emergency Dispensing

Emergency means that the immediate administration
of the drug is necessary for proper treatment of the intended
ultimate user, that no alternative treatment is available
(including a drug which is not a Schedule Il controlled
substance), and it is not possible for the prescribing
practitioner to provide a written prescription for the drug at
that time.

In a bona fide emergency, a practitioner may telephone
a Schedule 1l prescription to the pharmacy or transmit the
prescription by facsimile to the pharmacy, and the pharma-
cist may dispense the prescription provided that:

1. The drug prescribed and dispensed must be limited
to the amount needed to treat the patient during the
emergency period. Prescribing or dispensing beyond
the emergency period must be pursuant to a written
prescription order.

2. The prescription order must be immediately reduced
to writing by the pharmacist and must contain all
information, except for the prescribing practitioner’s
signature.

3. If the prescriber is not known to the pharmacist, the
pharmacist must make a reasonable effort to deter-
mine that the phone authorization came from a valid
practitioner, by verifying the practitioner’s telephone
number with that listed in the directory and by making
other good faith efforts to insure proper identity.

4. Within seven days after authorizing an emergency
telephone prescription, the prescribing practitioner
must furnish the pharmacist a written, signed pre-
scription for the controlled substance prescribed. The
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prescription must have written on its face “Authoriza-
tion for Emergency Dispensing.” The written prescrip-
tion may be delivered in person or by mail, which
must be postmarked within the seven day period.
Upon receipt, the dispensing pharmacist must attach
this written prescription to the oral prescription re-
duced to writing by the pharmacist. By law the
pharmacist must notify the nearest DEA Diversion
Field Office if the prescriber fails to provide a written
prescription within seven days. If the pharmacist fails
to do so, his/her authority to dispense without a
written prescription will be void.

Partial Dispensing

The pharmacist may partially dispense a prescription
for a Schedule Il controlled substance if he/she is unable to
supply the full quantity in a written or emergency oral (tele-
phone) prescription, provided the pharmacist notes the
guantity supplied on the front of the written prescription (or
on a written record of the emergency oral prescription). The
remaining portion may be dispensed within 72 hours of the
first partial dispensing. However, if the remaining portion is
not or cannot be dispensed within the 72-hour period, the
pharmacist must notify the prescribing practitioner. No
further quantity may be supplied beyond the 72 hours, except
on a new prescription.

Exception for Schedule Ii
Prescriptions at Long Term Care

Facilities
An exception has been made for patients in Long Term
Care Facilities (LTCF) and patients who have been diag-

nosed with a terminal iliness. If there is any question
whether a patient may be classified as having a terminal
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illness, the pharmacist must contact the practitioner prior to
partially filling the prescription. Both the pharmacist and the
prescribing practitioner have a corresponding responsibility
to assure that the controlled substance is for a terminally ill
patient. The pharmacist must record on the prescription
whether the patient is “terminally ill” or an “LTCF patient.” A
prescription that is partially filled and does not contain the
notation “terminally ill” or “LTCF patient” will be deemed to
have been filled in violation of the CSA. In such cases,
prescriptions may be filled in partial quantities, including
single dosage units. For each partial filling, the pharmacist
must note on the prescription (or other uniformly maintained,
readily retrievable record) the date the prescription was
partially filled, the quantity dispensed, the remaining quantity
and the identification of the dispensing pharmacist. Such
prescriptions are valid for a maximum of 60 days from the
date of issue, unless terminated earlier by discontinuance of
the medication.

Schedule IlI-V
Controlled Substance
Prescriptions

A pharmacist may dispense a Schedule lll, IV, or V
controlled substance having received either a written pre-
scription signed by a practitioner, a facsimile of that prescrip-
tion transmitted by the practitioner or his/her agent to the
pharmacy, or an oral prescription made by an individual
practitioner. The pharmacist must promptly reduce the oral
prescription to writing, including all required information.

Partial Dispensing

The pharmacist may partially dispense a prescription
for a Schedule IlI-V controlled substance if the pharmacist
notes the quantity dispensed and initials the back of the
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prescription order. The partial dispensing may not exceed
the total amount authorized in the prescription order. The
dispensing of all refills must be within the six month limit.

Dispensing Without a Prescription

In states where limited quantities of Schedule V prepa-
rations may be sold over-the-counter, the pharmacist is
responsible for making sure that such sales comply with
state law. Schedule V controlled substances or any con-
trolled substance listed in Schedule Il, Il or IV which is not
a prescription item under the Federal Food, Drug, and
Cosmetic Act may be dispensed without a prescription at
retail provided that:

1. Such distribution is made only by a pharmacist and
not by a non-pharmacist employee, even if under the
direct supervision of a pharmacist. However, after the
pharmacist has fulfilled professional and legal responsi-
bilities, the actual cash, credit transaction or delivery
may be completed by a non-pharmacist.

2. Because there is no physician determining the medical
necessity for a Schedule V over-the-counter product,
the pharmacist must ensure the medical necessity of
the need for the product.

3. Not more than 240 ml. (8 fluid ounces) or not more
than 48 solid dosage units of any substance containing
opium, not more than 120 ml. (4 fluid ounces) or not
more than 24 solid dosage units of any other con-
trolled substance, may be distributed at retail to the
same purchaser in any given 48-hour period without a
valid prescription.

4. The purchaser at a retail outlet is at least 18 years of
age.
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5. For the retail purchase of a Schedule V controlled
substance, every customer the pharmacist does not
know should be required to provide suitable identifica-
tion, including proof of age, where appropriate.

6. A Schedule V bound record book is maintained which
contains the name and address of the purchaser, name
and quantity of controlled substance purchased, date of
each sale, and initials of the dispensing pharmacist.
This record book must be maintained for a period of
two years from the date of the last transaction entered
in such record book, and it must be made available for
inspection and copying by officers of the United States,
as authorized by the U.S. Attorney General.

7. Other federal, state or local law does not require a
prescription.

Delivery of a Controlled Substance or
Drug Product Containing Listed
Chemicals to Persons in Another

Country

Controlled substances that are dispensed pursuant to a
legitimate prescription may not be delivered or shipped to
individuals in another country without proper authorization.
Any such delivery or shipment is an export under the CSA,
and cannot be conducted unless the person sending the
controlled substances:

1. Has registered with DEA as an “exporter” (see 21
CFR 1301), and

2. Has obtained the necessary permit(s), or submitted

the necessary declaration(s) for export as outlined in
21 CFR 1312.
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E
Long Term Care Facilities

A Long Term Care Facility (LTCF) is defined in the
Code of Federal Regulations as a nursing home, retirement
care, mental care or other facility or institution which provides
extended health care to resident patients. In most cases,
these facilities are not registered with DEA. Yet these care
facilities routinely maintain controlled substances issued via
prescription to their residents. These controlled substances
are already outside the CSA closed drug distribution system
since they have been dispensed to the ultimate user (i.e.,
patient). LTCFs frequently need to dispose of unused medi-
cations due to a change in patient medication or the patient’s
demise. For drug disposal instructions, contact your nearest
DEA Diversion Field Office (see Appendix T). In most cases
these LTCFs are regulated by state agencies and other
federal mandates (FDA, Federal Nursing Home Guidelines,
etc.). DEA is aware of the issues currently facing most
LTCFs concerning the dispensing and handling of controlled
substances. These are affected by a variety of state laws
and circumstances. Pharmacists should check with their
state agency for guidelines concerning controlled substances
at LTCFs.

In this manual, regulations concerning LTCFs are also
found in the Prescription Requirements section under
Exceptions for Schedule Il Facsimile Prescription, and in
the Dispensing section under Exception for Schedule Il
Prescriptions at Long Term Care Facilities.

Emergency Kits for Long
Term Care Facilities

The DEA has issued a policy statement which provides
individual state licensing and regulatory boards with general
guidelines for establishing specific rules concerning con-
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trolled substances used in emergency kits at Long Term
Care Facilities. For a copy of this policy statement, see
Guidelines for Emergency Kits in Long Term Care Facili-
ties, Appendix R.

Narcotic Treatment Programs

The Narcotic Addict Treatment Act of 1974 is the law
that governs the use of narcotics and the treatment of addic-
tion in the United States. In addition, the law designates
which government agencies have responsibility for narcotic
treatment programs, defines the terms “maintenance” and
“detoxification,” and explains who has to register to treat
patients for drug dependence.

There are separate recordkeeping and security require-
ments for Narcotic Treatment Programs. The CFR require-
ments for narcotic treatment programs include:

. Official Order Forms (DEA Form-222) are required for
all Schedule Il narcotic transactions between a narcotic
treatment program and any registrant, including a
manufacturer, distributor, practitioner or another nar-
cotic treatment program.

. A narcotic treatment program registered with DEA can
handle only the narcotic substances applied for on the
DEA Form-363 (New Application Registration, see
Appendix K) and that are approved for use in mainte-
nance or detoxification.

. Controlled substances for treatment of conditions other
than narcotic addiction cannot be administered, dis-
pensed or stored on the premises of a narcotic treat-
ment program unless a physician has a valid practitio-
ner registration at the program location.
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Use of Methadone Outside a
Narcotic Treatment Program

1. A practitioner may prescribe methadone or any other
narcotic to a narcotic addict for analgesic purposes.
However, a practitioner may not prescribe metha-
done or any other narcotic medication solely for the
treatment of a patient’s narcotic addiction. The
individual must receive the narcotics at a registered
narcotic treatment program. In this case, the narcotics
can be dispensed or administered but not prescribed.
(The regulations do not prohibit the prescribing,
administering or dispensing of methadone for analge-
sic purposes for medical conditions other than addic-
tion.)

2. A practitioner who is not part of a narcotic treatment
program may administer narcotic substances to an
addicted individual to relieve that individual’s acute
withdrawal symptoms while the practitioner makes
arrangements to refer the individual to a narcotic
treatment program. Not more than one day’s medica-
tion may be administered at one time. This treatment
cannot last more than three days and may not be
renewed or extended.

3. A hospital that has no narcotic treatment program on
the premises may administer narcotics to a drug
dependent individual for either detoxification or main-
tenance purposes, if the individual is being treated for
a medical condition other than narcotic addiction.

If you have questions regarding any part of the Narcotic

Addict Treatment Act of 1974 or its regulations, contact the
nearest DEA Diversion Field Office (see Appendix T).
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Narcotics for Patients with
Terminal llinesses or
Intractable Pain

Controlled substances, particularly narcotic analgesics,
may be used in the treatment of pain experienced by a
patient with a terminal iliness or intractable pain. These
drugs have legitimate uses and a pharmacist should not
hesitate to dispense them when a prescription indicates they
are for a legitimate medical purpose. (The CSA requires that
a controlled substance prescription must be issued for a
legitimate medical purpose by a practitioner acting in the
course of professional practice. [Title 21 CFR 1306.04]. The
CSA does not define “legitimate medical practice” nor does it
set forth “standards of medical practice.”)

A pharmacist need not fear DEA action if he/she
dispenses controlled substances in good faith pursuant to a
prescription issued for a legitimate medical purpose. It is the
position of the DEA that controlled substances should be
prescribed and dispensed when there is a legitimate medical
need.

Inappropriate prescribing and dispensing of controlled
substances, including opioid analgesics, may lead to drug
diversion and abuse by individuals who seek these drugs for
purposes other than legitimate medical use. However,
pharmacists should recognize that drug tolerance and
physical dependence may develop as a consequence of the
patient’s sustained use of opioid analgesics for the legitimate
treatment of chronic pain. It is also important to understand
that the quantity of drugs prescribed and frequency of pre-
scriptions filled alone are not indicators of fraud or improper
prescribing.

A pharmacist’s professional judgement is the first step
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in determining the appropriate course of action when the
pharmacist is presented with a prescription that appears
guestionable. The pharmacist’s judgement, in consultation
with the prescriber, is the best way to verify that the prescrip-
tion is for a legitimate medical need. The pharmacist, in
cooperation with the prescribing practitioner, has a responsi-
bility to continue to monitor the patient receiving the con-
trolled substance in order to prevent abuse or diversion.

Other Controlled Substance
Regulations

Controlled Substances for Medical
Missions and Humanitarian
Charitable Solicitations

DEA assists organizations and practitioners who
provide charitable medical, dental and veterinary treatment
in foreign countries. In order for practitioners to hand carry
controlled substances overseas, they must obtain approval
from DEA and the appropriate authority in the foreign coun-
try. Practitioners interested in cooperating with such medical
missions should contact their local DEA Diversion Field
Office (see Appendix T) or the International Drug Unit, DEA,
Office of Diversion Control, Washington, D.C. 20537, for
instructions. Allow at least 30 days to obtain the necessary
approvals.

If a pharmacy is asked to donate controlled substances
to charitable organizations, contact your state controlled
substance agency to determine if you have state authority to
do so, and your local DEA Diversion Field Office for further
guidance. The shipment of controlled substances abroad is
considered to be an export, which may only be done by a
DEA registered exporter.
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Controlled Substance Distribution
by a Pharmacy

A pharmacy registered to dispense controlled sub-
stances may distribute such substances (without being
registered as a distributor) to another pharmacy or to a
practitioner to dispense, provided that the following condi-
tions are met:

1. The pharmacy or practitioner is registered under the
CSA to dispense controlled substances.

2. The pharmacy records that it distributed the controlled
substances, and the recipient pharmacy or practitioner
records that they received the controlled substances.

3. If a Schedule Il controlled substance is distributed, the
transfer must be documented on an Official Order
Form (DEA Form-222). The distributing pharmacy
must record the following information on an Offi-
cial Order Form:

* The name of the substance, the dosage form, and
the quantity.

e The name, address and DEA registration number
of the pharmacy or practitioner to whom it is
distributed.

4. Five Percent Rule. The total number of dosage units
of controlled substances distributed by a pharmacy
may not exceed five percent of all controlled sub-
stances dispensed by the pharmacy during a calendar
year. If at any time the controlled substances distrib-
uted exceeds five percent, the pharmacy is also
required to register as a distributor.
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U.S. Postal Service Mailing
Requirements for Controlled
Substances

U.S. Postal Service regulations permit mailing any
controlled substances, provided that they are not outwardly
dangerous or of their own force could cause injury to a
person’s life or health, if the following preparation and pack-
aging standards are met:

1. The inner container of any parcel containing con-
trolled substances is marked and sealed under the
provisions of the Controlled Substances Act and its
implementing regulations, and placed in a plain
outer container or securely wrapped in plain paper.

2. If the controlled substances consist of prescription
medicines, the inner container is also labeled to
show the name and address of the pharmacy,
practitioner or other person dispensing the prescrip-
tion.

3. The outside wrapper or container is free of markings
that would indicate the nature of the contents.

Chemical Requirements:
Comprehensive Methamphetamine
Control Act of 1996

Retail pharmacies that are registered to handle con-
trolled substances need not obtain a separate DEA chemi-
cal registration for retail distribution of pseudoephedrine,
phenylpropanolamine, combination ephedrine and single-
entity ephedrine drug products. However, if you are going to
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handle these products containing List | chemicals, you must
comply with the recordkeeping and reporting requirements of
the Comprehensive Methamphetamine Control Act of 1996
(MCA). Recordkeeping includes documentation of both
receipts and sales of threshold amounts of List | chemical
drug products. The MCA requirements also include reporting
mail order transactions, such as drugs delivered by the U.S.
Postal Service or any private or commercial carrier.

It is unlikely that pharmacies will engage in transactions
involving List Il Chemicals (see Appendix C, List Il Chemi-
cals with Threshold Amounts) in quantities that meet or
exceed thresholds for recordkeeping and reporting require-
ments. Therefore this manual summarizes only the require-
ments for List | chemicals. If you engage in List Il chemical
transactions which meet or exceed threshold limits in Appen-
dix C, you should contact your local DEA Diversion Field
Office for further information.

Summary of MCA’s Major
Provisions which Concern
Pharmacists

1. The MCA defines a retail distributor as a grocery
store, general merchandise store, drug store, or
other entity or person whose activities as a distribu-
tor of pseudoephedrine, phenylpropanolamine
(PPA), and combination ephedrine drug products are
limited almost exclusively to sales for personal use,
both in number and volume of sales, either to walk-in
customers or in face-to-face transactions by direct
sales. Personal use is defined as sub-threshold
sales in a single transaction to an individual for
legitimate medical use. All distributions of single
entity ephedrine are subject to the registration
requirement.
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2. Threshold quantities have been set for sales of listed
chemicals contained in drug products. If you engage
in any above-threshold retail transactions of pseu-
doephedrine, PPA, combination ephedrine (more than
24 grams) and single-entity ephedrine drug products
(more than zero grams), you must maintain a record
of these transactions for two years. You must also
obtain proof of identity from customers and report
suspicious above-threshold retail transactions imme-
diately to DEA. (See Appendix A, Dosage Unit
Conversion Tables for Combination Ephedrine,
Pseudoephedrine, and Phenylpropanolamine.)

3. The threshold of 24 grams on retail sales does not
pertain to blister packs of pseudoephedrine and PPA.
You may sell more than 24 grams of pseudoephe-
drine or PPA drug products in blister packs in a single
transaction without the transaction being considered
a “regulated transaction” subject to the MCA
recordkeeping and reporting requirements. Sales of
over-the-counter (OTC) drug products (blister packs)
by retail distributors are not subject to the 24 gram
threshold.

4. All transactions of ephedrine, pseudoephedrine and
PPA to non-regulated parties by postal, private or
commercial carrier must be reported to DEA on a
monthly basis, regardless of size. The data required
for such reports must include:

a. Name of the purchaser.

b. Quantity and form of the ephedrine, pseudoephe
drine, or PPA purchased.

c. The address to which such drug products were
sent.

d. Date of each transaction.

e. Other items of information which may be required
by regulation.
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5. Retail distributors of List | chemical drug products
who do not have a DEA registration may make
infrequent and small quantity sales of pseudoephe-
drine, PPA or combination ephedrine to another
store, if that store is in short supply of these prod-
ucts. However, retail distributors should be ex-
tremely cautious with such transactions, since they
are required to limit their sales of these products
“almost exclusively, both in number of sales and
volume of sales” to “walk-in customers or in face-to-
face transactions by direct sales.”

a. Therefore, depending upon a retailer’s volume
of sales, a single large quantity sale to another
store could mean the retailer no longer satisfies
the definition of “retail distributor,” and would be
required to register as a distributor of List | chemi-
cals.

b. Even if a retailer is able to complete this trans-
action without affecting its status as a retail dis-
tributor, a record of the transaction must be main-
tained if it is above the 24 gram threshold.

6. A person is subject to criminal prosecution who
distributes a listed chemical, any other chemical,
chemical product or chemical equipment knowing, or
having reasonable cause to believe, that such
chemical, product or equipment will be used in the
illegal manufacture of a controlled substance. (See
Appendix A, Dosage Unit Conversion Tables for
Combination Ephedrine, Pseudoephedrine and
Phenylpropanolamine; see Appendix B, List |
Chemicals with Threshold Amounts, and see
Appendix C, List Il Chemicals with Threshold
Amounts.)
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Regulated Chemicals

Most of the chemicals regulated under the CSA will not
be encountered in a pharmacy setting or in quantities subject
to recordkeeping and reporting requirements.

List I chemicals are mostly precursors used for the
manufacture of controlled substances and actually become
part of the final drug molecule. Examples include anthranilic
acid, ephedrine, ergotamine, norpseudoephedrine, pheny-
lacetic acid, PPA and pseudoephedrine. (See Appendix A,
Dosage Unit Conversion Tables for Combination Ephe-
drine, Pseudoephedrine and Phenylpropanolamine, and
Appendix B, List | Chemicals with Threshold Amounts.)

List Il chemicals are mostly solvents and reagents that
can be used in the manufacture of controlled substances.
Examples include ethyl ether, potassium permanganate,
acetone and toluene. (See Appendix C, List Il Chemicals
with Threshold Amounts.)

Records for List | Chemicals

Records of regulated transactions must be maintained
separately or distinguished in some manner from records for
controlled substances. All such records must be maintained
for a period of two years. It is suggested that the required
records be maintained in a bound log book like that used to
record the dispensing of Schedule V controlled substances.
Some states have passed legislation or regulations requiring
that certain List | chemicals be dispensed pursuant only to a
prescription. In those jurisdictions, the prescription will
suffice as the dispensing record. Inventories of List | chemi-
cals are not required.
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Proof of Identity Requirement for
Purchasers of List | Chemicals

Before List | chemicals can be dispensed, pharmacists
must obtain proof of identity from cash purchasers or indi-
viduals buying threshold quantities of List | chemicals. Proof
of identity must be in the form of a driver’s license, one other
form of identification and the purchaser’s signature. If the
product is dispensed pursuant to a prescription, regular
prescription records will suffice.

Excessive or Unusual Purchases of
List | Chemicals (Suspicious Orders)

Drug products containing ephedrine, pseudoephedrine
or PPA are usually sold to individuals in quantities for per-
sonal use. Combination drug products packaged for the
retail market are the precursor material found at nearly 95%
of the methamphetamine laboratories seized by DEA. This
fact shows that the pharmacy industry has an important role
in preventing diversion of legitimate products to methamphet-
amine production. Pharmacists should be alert for persons
who want to buy a large quantity of over-the-counter drug
products containing these chemicals since they can be used
in the clandestine manufacture of controlled substances.
Pharmacists should also be aware that persons seeking
large quantities of List | chemical products from pharmacies
frequently claim they will export the products.

Any regulated transaction for a List | chemical involving
an extraordinarily large quantity, an uncommon method of
payment or delivery, or any other circumstance that may lead
the pharmacist to believe that the listed chemical will be used
in violation of the law, must be reported to the local DEA
Diversion Field Office (see Appendix T). Each report shall be
made orally at the earliest practicable opportunity after the
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pharmacist becomes aware of the circumstances involved
and as much in advance of the transaction as possible.
Within 15 days a written report of the transaction should be
forwarded to your local DEA Diversion Field Office and must
include the following information:

1. The name, address, and, if required, DEA registration
number of each party to the regulated transaction.

2. The date of the regulated transaction.

3. The name, quantity and form of packaging of the listed
chemical or a description of the tableting machine or
encapsulating machine (including make, model, and
serial number).

4. The method of transfer (company truck, picked up by
customer, etc.).

5. The type of identification used by the purchaser and
any unique number on that identification.

List | Chemical Security

Single-entity ephedrine products must be stocked
behind a counter where only employees have access.
However, there is no such requirement for pseudoephe-
drine or PPA drug products.
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Appendix A

Dosage Unit Conversion Tables for Combination Ephedrine,
Pseudoephedrine, and Phenylpropanolamine

Combination Ephedrine

Threshold (in base) #25mg Tablets HCL | #25 mg Tablets
Sulfate
Wholesale: 1,000 grams 48,826 51,870
Retail: 24 grams 1,172 1,245

Pseudoephedrine

#120 | #120 mg | #60 mg | #60 mg #30 | #30mg
Threshold | mg Tabs Tabs Tabs mg Tabs
(inbase) | Tabs | Sulfate | HCL | Sulfate | Tabs | Sulfate

HCL HCL

Wholesale:

1,000grams 10,172 10,806 | 20,344 21,613 | 40,688 43,225
Retail:

24 grams 244 259 488 519 976 1,037

Phenylpropanolamine

Threshold #75mg #25mg | #125mg #6.25 mg
(in base) Tabs HCL Tabs Tabs HCL Tabs HCL
HCL
Wholesale: 2,500 41,3711 124,112 248,224 496,449
grams
Retail: 397 1191 2,383 4,766
24 grams
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Appendix B

List | Chemicals
with Domestic Threshold Amounts

; ; Threshold

List | Chemical (by base weight)
N-Acetylanthranilic acid and its salts and esters 40 kg
Anthranilic acid and its salts and esters 30 kg
Benzaldehyde 4 kg
Benzyl cyanide 1 kg
Ephedrine and its salts, optical isomers, and salts of 0 kg
optical isomers
Ergonovine and its salts 10 gm
Ergotamine and its salts 20 gm
Ethylamine and its salts 1 kg
Gamma-butyrolactone (GBL) Okg'
Hydriodic acid (57%) 1.7kg*
Isosafrole 4 kg
Methylamine and its salts 1kg
3, 4-Methylenedioxyphenyl-2-propanone 4 kg
N-Methylephedrine and its salts, optical isomers, and 1kg
salts of optical isomers
N-Methylpseudoephedrine and its salts, optical 1 kg
isomers, and salts of optical isomers
Nitroethane 2.5kg
Norpseudoephedrine and its salts, optical isomers, and 2.5kg
salts of optical isomers
Phenylacetic acid and its salts and esters 1 kg
Phenylpropanolamine and its salts, optical isomers, 2.5kg
and salts of optical isomers
Piperidine and its salts 500 gm
Piperonal 4 kg
Propionic anhydride 1gm
Pseudoephedrine and its salts, optical isomers, and 1 kg
salts of optical isomers
Safrole 4 kg

Y Until a permanent threshold is established in the Federal Register,
all transactions are regulated.
2 One liter by volume.
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Appendix C

List Il Chemicals with Domestic

Threshold Amounts

Threshold

List Il Chemical volurme weight
Al anhydnda &G galens 18N b
Aonng G0 gatkors’ 160 kga”
Bl chlorids Mzt applcabis 1 kg
Edryl sitar £ galone 138 B kegu
Hyslrahilare asd Pt il linel Ml fi it b
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Appendix D
Summary of Controlled Substances

Act Requirements?

Requirement Schedulell  |Schedulelll & IV ScheduleV
Registration Required Required Required
(Page6)
Receiving Records | OrderForms(DEA | Invoices, Readily Invoices, Readily
Fom-222) retrievable retrievable
(page31) (page 35)
Prescriptions Signed prescription? | Witten, Oral, or Fax Written, Oral, or Fax,
(page41) (pages43,46) orc?
Refills No 5in6months Onlyasauthorizedifa
(Page43) prescriptionisissued
Maintenance of Separate orwith Separate or readlly Separate orreadiy
Prescriptions readily retrievable retrievable retrievable; Bound
(page 26,27) ScheduleslIl-V dispensing logbook
Distribution OrderForms(DEA | Invoices Invoices
between Registrants | Fom-222)
(pages14,59)
Security Locked cabine, Locked cabinet, Locked cabinet,
(page18) Dispersed, Other Dispersed, Other Dispersed, Other
securestorage securestorage securestorage
Theftor Significant | Reportimmediately | Reportimmeditely Reportimmediately
Loss beforefiing beforefiing before filing
(poge20) DEAForm 106 DEAFomM106 DEAForm 106

1Allrecords must be maintained for two years, unless state requires alonger period.
2Emergency prescriptions require signed follow-up prescription. Exceptions: Fax prescription serves
as original prescription for home infusion IV, long term care facility, and hospice.
3Where authorized by state controlled substances authority.
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Appendix E

DEA Form-224 (Sample of Page 1)
Application for New Registration
Under Controlled Substances Act of 1970
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Appendix F

DEA Form-224a (Sample of Page 1)
Renewal Application for DEA Registration
Under Narcotic Addict Treatment Act of 1974

FENEPAL - Ty My
[ ———— b S, Porpris s o
B o e i : E
i e S =
1 . B S T =

A

B Eitl, e, [ "] [

[ e HE N AN NNEER NN NEN]

e e i ] e e ] i et i
O —— e it m i e e
TS rr e e B want 7 et e oy e e ot v
AT T E NS RN 0P —— = e T T DT

e Bl iy | e s e i i s
-—— —- TV o RS Tt i SR

[ ey ey

e —
A DRSO E—— L NI G L e

Taake T e gl b i e b el o ke o s il o gl s,

72

——— Srw
il n - ﬂ Y W P N | ol ey o e



B
Appendix G

DEA Form-224b*
Sample of Retail Pharmacy Registration Affidavit
for Chain Renewal

A ffidavit for Chain Renew al

N o registration may be issued unless a
completed application form has been received (21
CFR 1301.13). This affidavitis provided in lieu of a
separate DEA application form for each registration
on the attached list.

| hereby certify that the answers to the questions
below pertain to each ofthe (# of registrations)
registrations on the attached listin the category of retail
pharmacy forthe (Corporate name) Corporation.

(a) Are the listed locations currently authorized to
prescribe, distribute, dispense, conductresearch, or
otherwise handle controlled substances in the
schedules for which they currently are authorized on
their DEA registration under the laws ofthe State or
jurisdiction in which they are operating? [ 1Yes

(b) Has the applicantever been convicted of a crime in
connection with controlled substances under State or
Federallaw, orever surrendered or had a S tate
professionallicense orcontrolled substance registration
revoked, suspended, denied, restricted, or placed on
probation, oris any such action pending againstthe
applicant?

[ 1Yes [ I1No

(c) Ifthe applicantis a corporation (other than a
corporation whose stock is owned and traded by the
public), association, partnership, or pharmacy, has any
officer, partner, stockholder or proprietor been
convicted of a crime in connection with controlled
substances under State or Federallaw, orever
surrendered or had a Federalcontrolled substance
registration revoked, suspended, restricted or denied, or
ever had a State professionallicense or controlled
substance registration revoked, suspended, denied,
restricted or placed on probation, oris any such action
pending againstthe applicant? [ 1Yes [ 1]
N o

OMB No.1117-0014
Pendina modification to

73



Signature of authorized individual (mustbe an original
signature in ink)

Applicant’'s Business Phone Number
The application fee forthe (# of registrations)

applicants on the attached is $XXXXXXX X.
Fees are notrefundable.

*This illustration may not be used as an actual
form .
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Appendix H

DEA Form-222 (Sample of Page 1)
U.S. Official Order Form - Schedules | & |1
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Appendix |

DEA Form-41 (Sample of Page 1)
Registrants Inventory of Drugs Surrendered
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Appendix J

DEA Form-106 (Sample of Page 1)
Report of Theft or Loss of Controlled Substances
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ppendix K

DEA Form-363 (Sample of Page 1)
Application for Registration
Under Narcotic Addict Treatment Act of 1974
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Appendix L

DEA Form-363a (Sample of Page 1)
Renewal Application for Registration
Under Narcotic Addict Treatment Act of 1974
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Appendix M

DEA Form-510 (Sample of Page 1)
Application for Registration
Under Domestic Chemical Diversion Control Act of 1974
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Appendix N

The Pharmacist’s Corresponding
Responsibility for Controlled
Substance Prescriptions

Title 21, Code of Federal Regulations, Section 1306.04 pro-
vides, in pertinent part, that:

A prescription for a controlled substance to be effective
must be issued for a legitimate medical purpose by an in
dividual practitioner acting in the usual course of his pro
fessional practice. The responsibility for the proper prescrib
ing and dispensing of controlled substances is upon the
prescribing practitioner, but a corresponding responsi
bility rests with the pharmacist who fills the prescript
ion. An order purporting to be a prescription issued not in
the usual course of professional treatment or in legitimate
and authorized research is not a prescription within the
meaning and intent of Section 309 of the Act (21 U.S.C.
829) and the person knowingly filling such a purported
prescription, as well as the person issuing it, shall be
subject to the penalties provided for violations of the
provisions of law relating to controlled substances.

A pharmacist is required to exercise sound profes-
sional judgment when making a determination about the
legitimacy of a controlled substance prescription. Such a
determination is made before the prescription is dispensed.
The law does not require a pharmacist to dispense a pre-
scription of doubtful, questionable, or suspicious origin. To
the contrary, the pharmacist who deliberately looks the other
way when there is reason to believe that the purported
prescription had not been issued for a legitimate medical
purpose, may be prosecuted along with the issuing practitio-
ner, for knowingly and intentionally distributing controlled
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substances, a felony offense which may result in the loss of
one’s business or professional license. (See United States v.
Kershman, 555 Fed. 2nd 198 [U.S. Court Of Appeals, Eighth
Circuit, 1977]).

To assist the pharmacist in identifying fraudulent
prescriptions, see Pharmacist’'s Guide to Prescription
Fraud (Appendix O,)

What is the pharmacist expected to do when presented
with a prescription that raises questions? Although a phar-
macist may be reluctant to “get involved,” there really is no
choice. The pharmacist is involved because a pharmacist’s
professional responsibilities make him or her subject to the
requirements of the CSA. If you find one or two prescriptions
which appear to be irregular, the best remedy may be to call
the prescribing physician about your concern. Often, a
friendly bit of advice from a fellow professional may be all
that is needed to correct an apparent irregularity.

However, where there appears to be a pattern of pre-
scription abuses, the pharmacist’s refusing to dispense
certain prescriptions may not be enough. Abusers will
simply go elsewhere, possibly to another pharmacist with
whom the prescriber has an understanding. In such cases,
the pharmacist should contact the State Board of Pharmacy
or the local DEA Diversion Field Office. Both DEA and State
authorities consider retail-level diversion priority problems.
Your information will be handled confidentially and promptly.
DEA cannot, however, get to the source of the diversion
without your cooperation.
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Appendix O
Pharmacist’s Guide to
Prescription Fraud

The purpose of this guide is to ensure that controlled
substances continue to be available for legitimate medi-
cal and scientific purposes while preventing their
diversion into the illicit market. It is not the intent of this
publication to discourage or prohibit the use of controlled
substances where medically indicated. DEA supports
the 1998 “Model Guidelines for the Use of Controlled
Substances for the Treatment of Pain” prepared by the
Federation of State Medical Boards of the United States,
Inc. DEA believes that the “Model Guidelines” will protect
legitimate medical uses of controlled substances while
preventing drug diversion.

Nothing in this guide should be construed as autho-
rizing or permitting any person to conduct any act that is
not authorized or permitted under Federal or state laws.

Your Responsibilities

The abuse of prescription drugs (especially controlled
substances) is a serious social and health problem in the
United States today. As a healthcare professional, you
share responsibility for solving the prescription drug
abuse and diversion problem.

You have a legal responsibility to acquaint yourself with
the state and Federal requirements for dispensing con-
trolled substances. You also have a legal and ethical
responsibility to uphold these laws and to help protect
society from drug abuse.
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You have a personal responsibility to protect your prac-
tice from becoming an easy target for drug diversion.

You must become aware of the potential situations where
drug diversion can occur and safeguards that can be
enacted to prevent this diversion.

The dispensing pharmacist must maintain a constant
vigilance against forged or altered prescriptions. The law
holds the pharmacist responsible for knowingly dispens-
ing a prescription that was not issued in the usual course
of professional treatment.

This guide will help you meet these responsibilities.

84



Types of Fraudulent Prescriptions

The practiced forger of prescriptions is
usually very adept at the job. The forger knows
what information is needed on the prescription
to make it appear authentic. Pharmacists
should be aware of the various kinds of forged
prescriptions that may be presented for dispens-

ing.

Some patients, in an effort to obtain addi-
tional amounts of legitimately prescribed drugs,
alter the physician’s prescription. They will also
have prescription pads printed using a legitimate
doctor’s name, but with a different call back
number that is answered by an accomplice to
verify the prescription. Also, drug seeking
individuals will call in their own prescriptions and
give their own telephone number as a call back
confirmation.

Legitimate prescription pads are stolen from
physicians’ offices and hospitals and prescrip-
tions are written using fictitious patient names
and addresses. In addition, individuals will go to
emergency rooms complaining of pain in the
hopes of receiving a controlled substance
prescription. The prescription can then be
altered or copied to be used again. Computers
are often used to create prescriptions for nonex-
istent doctors or to copy legitimate doctors’
prescriptions.

Note: The quantity of drugs prescribed and
frequency of prescriptions filled are not alone
indications of fraud or improper prescribing
especially if the patient is being treated with
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opioids for pain management. Pharmacists
should also recognize that drug tolerance and
physical dependence may develop as a conse-
guence of the patient’s sustained use of opioid
analgesics for the legitimate treatment of
chronic pain.

The following criteria may indicate that a
prescription was not issued for a legitimate
medical purpose.

e The prescriber writes significantly more prescriptions
(or in larger quantities) compared to other practitio-
ners in your area.

* The patient appears to be returning too frequently.
Prescription which should last for a month in legiti-
mate use, is being refilled on a biweekly, weekly or
even a daily basis.

» The prescriber writes prescriptions for antagonistic
drugs, such as depressants and stimulants, at the
same time. Drug abusers often request prescriptions
for “uppers and downers” at the same time.

» Patient appears presenting prescriptions written in
the names of other people.

» A number of people appear simultaneously, or within
a short time, all bearing similar prescriptions from the
same physician.

* Numerous “strangers,” people who are not regular

patrons or residents of your community, suddenly
show up with prescriptions from the same physician.
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Characteristics of Forged Prescriptions

1.

2.

3.

7.

Prescription looks “too good”; the prescriber’s hand
writing is too legible;

Quantities, directions or dosages differ from usual
medical usage;

Prescription does not comply with the acceptable
standard abbreviations or appear to

be textbook presentations;

4. Prescription appears to be photocopied;
5.
6. Prescription written in different-color inks or written in

Directions written in full with no abbreviations;

different handwriting.
Apparent erasure marks.

Prevention Techniques

Know the prescriber and his/her signature;

Know the prescriber’'s DEA registration number;
Know the patient;

Check the date on the prescription order. Has it been
presented to you in a reasonable length of time since
the prescriber wrote it?

When there is a question about any aspect

of the prescription order, call the prescriber for
verification or clarification. Should there be a
discrepancy, the patient must have a plausible
reason before the prescription medication is
dispensed.

Any time you are in doubt, require proper

identification. Although this procedure isn’t
foolproof (identification papers can also be
stolen/forged), it does increase the drug
abuser’s risk.
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If you believe that you have a forged,
altered, or bogus prescription—don’t dis-
pense it—call your local police.

If you believe that you have discovered a
pattern of prescription abuses, contact your
State Board of Pharmacy or your local DEA
office. Both DEA and state authorities consider
retail-level diversion a priority issue.

Proper Controls

Dispensing procedures, without control and
professional caution, are an invitation to the drug
abuser. Proper controls against bogus prescriptions
can best be accomplished by following common
sense, sound professional practice, and proper
dispensing procedures and controls.

Have your pharmacy staff help protect your prac-
tice from becoming a source of prescription drug di-
version. Become familiar with which drugs are popu-
lar for abuse and resale on the streets in your area.
Drug abuse prevention must be an ongoing staff ac-
tivity.

Encourage local pharmacists and physicians to develop
a network, or at least a working relationship, which pro-
motes teamwork and camaraderie. Discuss abuse prob-
lems with other pharmacists and physicians in the com-
munity. Most drug abusers seek out areas where com-
munication and cooperation between health profession-
als are minimal because it makes their work so much
easier.
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Appendix P
Affidavit for a New Pharmacy?

, the
(Title of officer,

official, partner, or other position) of
(Corporation,

partnership, or sole proprietor), doing business as

(Store name) at

(Number and Street), (City)

(State)

(Zip Code), hereby certify that

said store was issued a pharmacy permit No.

by the

(Board of Pharmacy or Licensing Agency) of the State of
on (Date).

This statement is submitted in order to obtain a
Drug Enforcement Administration registration number.
| understand that if any information is false, the Admin-
istration may immediately suspend the registration for
this store and commence proceedings to revoke under
21 U.S.C. 824(a) because of the danger to public
health and safety. | further understand that any false
information contained in this affidavit may subject me
personally and the above-named corporation/partner-
ship/business to prosecution under 21 U.S.C. 843, the
penalties for conviction of which include imprisonment
for up to four (4) years, a fine of not more than
$30,000.00 or both.
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Signature (Person who signs Application for Regis-
tration)
State of

County of

Subscribed to and sworn before me this
day of , 20

Notary Public

121 CFR, Section 1301.17(a)
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Appendix Q

Affidavit for Transfer of a Pharmacy?

I, :
the (Title of
officer, official, partner, or other position) of

(Corpora-

tion, partnership, or sole proprietor), doing business
as

(Store name) hereby certify:
(1) That said company was issued a pharmacy

permit No. by the

(Board of
Pharmacy or Licensing Agency) of the
State of and a DEA
Registration Number for a

pharmacy located at

(Number and Street),

(City)

(State)

(Zip Code),; and

(2) That said company is acquiring the phar-

macy business of

(Name of Seller) doing business

as with
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DEA Registration Number
on or

about (Date of Transfer)

and that said company has applied (or will apply on
Date) for a pharmacy

permit from the Board of Pharmacy (or Licensing
Agency) of the State of

to do business as

(Store name) at

(Number and
Street) (City)
(State)

(Zip Code).

This statement is submitted in order to
obtain a Drug Enforcement Administration
registration number.

| understand that if a DEA registration number is
issued, the pharmacy may acquire controlled
substances but may not dispense them until a
pharmacy permit or license is issued by the State
board of pharmacy or licensing agency.

I understand that if any information is false, the
Administration may immediately suspend the
registration for this store and commence proceed-
ings to revoke under 21 U.S.C. 824(a) because of
the danger to public health and safety. | further
understand that any false information contained in
this affidavit may subject me personally and the
above-named corporation/partnership/business to
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prosecution under 21 U.S.C. 843, the penalties for
conviction of which include imprisonment for up to
four (4) years, a fine of not more than $30,000.00 or
both.

Signature (Person who signs Application for Regis-
tration)
State of

County of

Subscribed to and sworn before me this
day of , 20

Notary Public

121 CFR, Section 1301.17(b)
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Appendix R
Guidelines for Emergency Kits in Long
Term Care Facilities?

The placement of emergency kits containing
controlled substances in Long Term Care Facilities
(LTCF) not registered with DEA will be deemed in
compliance with the Comprehensive Drug Abuse
Prevention and Control Act of 1970, if the appropri-
ate state agency or regulatory authority specifi-
cally approves such placement, and sets forth
procedures that require the following:

1. Source of Supply: The LTCF must obtain
controlled substances for the emergency kits
from a DEA-registered hospital/clinic, pharmacy
or practitioner.

2. Security Safeguards: Access to each emer-
gency kit in the LTCF must be restricted and the
type and quantity of controlled substances which
may be placed in the emergency kit must be
specifically limited.

3. Proper Control, Accountability and
Recordkeeping: The LTCF and the providing
DEA-registered hospital/clinic, pharmacy, or
practitioner must maintain complete and accu-
rate records of the controlled substances placed
in the emergency kit including the disposition of
these controlled substances and take periodic
physical inventories of the drugs.

4. Administration of Controlled Substances: In

emergency medical situations when medication
is needed from the emergency kit, only LTCF
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personnel who are authorized by an individual
practitioner can administer the controlled sub-
stances. (21 CFR 1306.11 and 21 CFR
1306.21)

5. Prohibited Activities: Prohibited activities can
result in the state revocation, denial, or suspen-

sion of having emergency kits containing con-
trolled substances in a LTCF.

1 Source: DEA Office of Diversion Control
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Appendix S
CFR?! Definitions

Administer

The direct application of a controlled substance to
the body of a patient or research subject by 1) a
practitioner (or in his presence) by his authorized
agent, or 2) the patient or research subject at the
direction and in the presence of the practitioner,
whether such application is by injection, ingestion or
any other means.

Chemicals
(see definitions for List | Chemicals, List Il
Chemicals, and Retail Distributor)

Dispense

Means to deliver a controlled substance to an
ultimate user (patient) or research subject by, or
pursuant to the lawful order of a practitioner, includ-
ing the prescribing and administering of a controlled
substance and the packaging, labeling, or com-
pounding necessary to prepare the substance for
such delivery. (Under the provisions of the CSA, the
definition of “dispense” also includes the administer-
ing of a controlled substance.)

Dispenser

Means an individual practitioner, institutional practi-
tioner, pharmacy or pharmacist who dispenses a
controlled substance.

Individual Practitioner

A physician, dentist, veterinarian or other individual
licensed, registered or otherwise permitted, by the
United States or the jurisdiction in which he/she
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practices, to dispense a controlled substance in
course of his professional practice, but does not
include a pharmacy.

Institutional Practitioner

Means a hospital or other person (other than an
individual) licensed, registered or otherwise permit-
ted by the United States or the jurisdiction in which
it practices, to dispense a controlled substance in
the course of professional practice, but does not
include a pharmacy.

Inventory

Means all factory and branch stocks in finished form
of a basic class of controlled substance manufac-
tured or otherwise acquired by a registrant, whether
in bulk, commercial containers, or contained in
pharmaceutical preparations in the possession of
the registrant under separate registration as a
manufacturer, exporter, importer or distributor.

List | Chemical

The term List | chemical means a chemical specifi-
cally designated by the (DEA) Administrator in CFR
section 1310.02(a)...that in addition to legitimate
uses, is used in manufacturing a controlled sub-
stance in violation of the (Controlled Substances)
Act and is important to the manufacture of a con-
trolled substance.

(Note: These chemicals are generally essential
(and often precursors) for the manufacture of a
specific controlled substance and actually become
part of the final drug molecule. Examples include
anthranilic acid, ephedrine, ergotamine,
norpseudoephedrine, phenylacetic acid, phenylpro-
panolamine and pseudoephedrine.)
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List Il Chemical

The term List Il chemical means a chemical, other
than a List | chemical, specifically designated by the
(DEA) Administrator in (CFR section)
1310.02(b)...that in addition to legitimate uses, is
used in manufacturing a controlled substance in
violation of the (Controlled Substances) Act.

(Note: These chemicals are solvents and reagents
that can be used in the manufacture of controlled
substances. Examples include acetic anhydride,
ethyl ether, potassium permanganate, acetone and
toluene.)

Long Term Care Facility

A nursing home, retirement care, mental care or
other facility or institution which provides extended
health care to resident patients.

Mid-level Practitioner (MLP)

An individual practitioner, other than a physician,
dentist, veterinarian or podiatrist, who is licensed,
registered or otherwise permitted by the United
States or the jurisdiction in which he/she practices,
to dispense a controlled substance in the course of
professional practice. Examples of mid-level
practitioners (MLP) include, but are not limited to,
health care providers such as nurse practitioners,
nurse midwives, nurse anesthetists, clinical nurse
specialists and physician assistants who are autho-
rized to dispense controlled substances by the state
in which they practice. (Other MLP disciplines
recognized by DEA as controlled substance regis-
trants include: optometrists, ambulance services,
animal shelters, euthanasia technicians, nursing
homes, homeopathic physicians and registered
pharmacists. Because this authority varies greatly
by state, check with your state licensing author-
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ity to determine which MLP disciplines are
authorized to use controlled substances in a
particular state.)

Pharmacist

Any pharmacist licensed by a state to dispense
controlled substances and shall include any other
person (e.g., pharmacist intern) authorized by the
state to dispense controlled substances under the
supervision of a pharmacist licensed by the state.

Prescription

An order for medication which is dispensed to or for
an ultimate user but does not include an order for
medication which is dispensed for immediate
administration to the ultimate user (e.g., an order to
dispense a drug to an inpatient for immediate
administration in a hospital is not a prescription).

Readily Retrievable

Means that certain records are kept by automatic
data processing systems (i.e., electronic or mecha-
nized recordkeeping systems) or a manual system
using a red “C”, asterisk or red underline in such a
manner that they can be separated from all other
records in a reasonable time, and/or records are
kept on which certain items are asterisked, redlined
or in some other manner visually identifiable apart
from other items appearing on the records.

Retail Distributor

This refers to a chemical retail distributor which is
defined as a grocery store, general merchandise
store, drug store, or other entity or person whose
activities as a distributor relating to legal drug
products containing listed chemicals are limited
almost exclusively to sales for personal use, both in
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number and volume of sales, either to walk-in
customers or in face-to-face transactions by direct
sales. (Personal use is defined as sub-threshold
sales in a single transaction to an individual for
legitimate medical use.)

1 From the Code of Federal Regulations, the
primary source for the Pharmacist's Manual.

100



[
o
[ =

Sate Diversion Office

Appendix T

DEA Diversion and Registration
Field O ffices

State NDivercinn O ffice
Alaham a DFA Rirminaham
Northern 234 Goodwin Crest

Suite 420W
Birmingham, AL 35209
(205) 290-7150

DFA Mohile

900 W . America Circle, Suite 501
Mobile, AL 36609

(334) 441-5831

Southern

DFA Seattle

400 2" Avenue West
Seattle, WA 98119
(206) 553-5990

Alaska

*Toll Free ** Must be in state to use toll free number

Registration Office

Renictratinn O ffice
DFA New Orleans
(888) 514-7302*

(888) 514-8051*

DFA New Orleans
(888) 514-8051*
(888) 514-7302*

DFA Seattle
(888) 219-1418*

Division Office

NDivicinn O ffice
NDFA New Orleans
3838 N. Causeway Blvd.
Lakeway Ill, Suite 1800
M etairie, LA 70002
(504) 840-1100

DFA New Orleans
(504) 840-1100

NDFA Seattle
(206) 553-5990



[40)

Sate

Southern

Arkansas

California
Central
Coastal

*Toll Free

NDFEFA I ittle Roock

10825 FinancialC‘enterPkwy.

Suite 317
Little Rock, AR 72211
(501) 324-5981

DEA San Francisco
P.O.Box 36035
San Francisco, CA 94102
(415) 436-7854

** Must be in state to use toll free number

NFA Phoenix DFA Phoenix

(800) 741-0902* (602) 664-5600

DEFEA Phoenix DFEFA Phoenix

(800) 741-0902* 3010 N.2""st., Suite 301
Phoenix, AZ 85012
(602) 664-5600

NFA New Orleans DFA New Orleans

(888)514-7302* 3838 N. Causeway Blvd.

(888) 514-8051* Lakeway IlIl, Suite 1800
M etairie, LA 70002
(504) 840-1100

DFA San Francisco DFA San Francisco

(888) 304-3251* (415) 436-785
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Registration Office
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Sate

Anaeles

0 s
621-6700

Il ns Anaoeles
. Temple SI.,ZO”‘ Floor
Angeles, CA 90012
(213)621-6942,6952
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CA 92123
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Southern

Diego,
(858) 616-4325

Denver
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115

Coloradaon

East

Inverness Dr.

(303) 705-7300
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Registration Office Division Office

CO 80903

Office

Iversion

D

Colorado Springs,
(719) 471-1749

Sate
Southern

Coloradoao

Co
co
-~
7
C~
P
<~
[T

cl

. 628
CT 06103

R m
(860) 240-3700

A Hartford
M ain St.,
Hartford,

nF
450

Connecticut

P hiladelnhia
(215) 597-9540

D FA

iladelnhia

Federal Bldg.

PA 19106

. Green
(215) 597-9540

Philadelnhia

A
illia m
600 Arch St.
P hiladelphia,

** Must be in state to use toll free number

Delaware
*Toll Free
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Sate Diversion Office Registration Office Division Office

District of DFA W ashinaton DFA W ashinaton DFA W ashinaton
Colum hia Techworld Plaza (877)801-7974~ (202) 305-8800
800 K st N W , Suite 500
M etro Area W ashington, D.C. 20001
(202) 305-8800
Florida DEA Tallahassee EA Miam.i DEA Miam .
N orthern 3384 Capital Circle NE (800) 667-9752* 8400 NW 53 st
Tallahassee, FL 32308 M iami, FL 33166
(850) 942-8417 (305) 590-4980
Florida DEA Orlando DEA Miam i DEA Miam.
C entral Heathrow Business Center (800) 667-9752* (305) 590-4980
300 International Pkwy,Suite 424
Heathrow, FL 32746
(407) 333-7046
W est DEA Tamobpa EA Miam.i D EA iam i
Central 4950 W . Kennedy Blvd., Rm . 400 (800) 667-9752+* (305) 590-4980
Tampa, FL 33609
(813) 288-1268

*Toll Free ** Must be in state to use toll free number
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(404)763-5861
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Suite A

65 Park of Commerce,

DFA Savannah
Savannah,

31401

G A

(912)652-4286

FA Honolulu
.O. Box 50163
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ainan

S

(808) 541-1930
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Sate

Idahao
Northern

Southern

IHlinois
Northern

Central

*Toll Free

Diversion Office
FA Qpatrlp
400 2"° Ave. West
Seattle, WA 98119
(206) 553-5990

DFEFA Baise _

607 N.8 St., Suite 400
Boise, ID 83702-5518
(208) 334-1620

DFA Chicaan
Kluczynski Federal Bldg.

230 S.Dearborn St., Suite 1200

Chicago, IL 60604
(312) 353-7875

NDFA Snrinafield
2875 Via Verde St.
Springfield, IL 62703
(217) 492-4504

** Must be in state to use toll free number

Registration Office
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Divi

DFA S
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vision Office
eattle

5990

DFEFA Seattle
400 2 Ave. West
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Diversion Office

NFA Kansas (Citv
8600 Farley, Suite 200
Overland Park, KS 66212
(913) 652-9127

(502) 582-5908

NFA I andon
P.O.Box 5065

London, KY 40745-5070
(606) 862-4500

NDFA New Orleans
3838 N. Causeway Blvd.
Lakeway Ill, Suite 1800
M etairie, LA 70002
(504) 840-1100

** Must be in state to use toll free number

NFA | aounisville

1006 Federal Building

600 Dr. Martin Luther King Jr. P 1.
Louisville, KY 40202

Registration Office
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(888) 803-1179*
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NFA Raltimaore

200 St. Paul Pl., Suite 2222
Baltimore, MD 21202-2004

(410) 962-7580

DFA Roston

JFK Federal Building

15 New Sudbury St., Rm
Boston, MA 02203-0402

(617)557-2100

NFA Detroit
431 Howard Street
Detroit, M1 48226
(313)234-4000

** Must be in state to use toll free number
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** Must be in state to use toll free number
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GTT

Sate

Diversion Office Registration Office Division Office

New York DEA Buffalo DEA New York DEA New York

C entral 28 Church St., Suite 300 (800) 877-11 8 * 99 Tenth Avenue

W estern Buffalo, NY 14202 ext. 1593 or 15914 New York, NY 10011
(716) 551-3391 (212) 337-1575

Lona Island DEA Lona Island DEA New York DEA New York

Area 175 Pinelawn Rd., Suite 205 (800) 877-1198* (212) 337-1575
M elville, NY 11747 ext. 1593 or 1594
(516) 420-4540

N orth Carolina DFA Greenshorao DFA Atlanta DFA Atlanta
1801 Stanley Rd., Suite 201 (888) 219-8689* 75 Spring St., SW , Rm . 740
Greensboro, NC 27407 Atlanta, GA 30303
(336)547-4219 (404) 893-7000

N orth D akota DFA Minneanolis DFA Chicaao DFA Chicaanon
/St Paul (800) 478-7914** Kluczynski Federal Bldg.
330 Second Ave., S., Suite 450 230 S.Dearborn St,Suite 1200
M inneapolis, M N 55401 Chicago, IL 60604
(612) 348-1700 (312)353-7875

*Toll Free

** Must be in state to use toll free number
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Sate
O hin
Northern

Central
Southern

Southern

Oklahom a

*Toll Free

Diversion Office

DFA Cleveland
Courthouse Square

310 Lakeside Ave., Suite 395

Cleveland, OH 44113
(216) 552-3705

DFA Columbus

500 S. Front St., Suite 612
Columbus, OH 43215
(614) 469-2595

NDFA Cincinnati

36 E. 7" St., Suite 1900
Cincinnati, OH 45202
(513) 684-3671

DEA Oklahoma Citv
9900 Broadway Extension
Oklahoma City, OK 73114
(405) 475-7556

** Must be in state to use toll free number

Registration Office

NDFA Detroit
(800) 230-6844**

<)

oI
o

>
wJ

Division Office
DFA Detroit
431 Howard St.
Detroit, M1 48226
(313) 234-4000

DFA Detroit
(313) 234-4000

DFA Detroit
431 Howard St.
Detroit, M1 48226
(313) 234-4000

DFA Dallas
1880 Regal Row
Dallas, TX 75235
(214) 640-0850
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Sate

Oklahom a
Northeastern

Oreaon

Pennsvivania
Fasfern

W estern

Diversion Office

DFA Tulsa

Three Memorial Place
7615 E. 63" PIl., Suite 250
Tulsa, OK 74133

(918) 459-9600

DEA Portland

1220 SW 3" Ave., Rm. 1525
Portland, OR 97204

(503) 326-2447

NDFA Philadelnhia

W illiam J. Green Federal Bldg.
600 Arch St., Rm. 10224
Philadelphia, PA 19106

(215) 597-9540

NDFA Pittshurah

W illiam Moorhead Federal Bldg.

1000 Liberty Ave.Rm. 1328
Pittsburgh, PA 15222
(412) 395-4502

*Toll Free ** Must be in state to use toll free number

Reglstratlon Office

D

Division Office
F A a

Dallas
14) 640-0850

o

DEA Seattle
400 2" Ave. West
Seattle, WA 98119
(206) 553-5990

NDFA Phlladalnhla
(215) 597-95
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Sate

Puerto Rico
U .S . Virain
Islands

Rhode Island

South Carnlina

South Dakonta

*Toll Free

Diversion Office

DFA Carihhean Divisian

P.O.Box 2167

San Juan, PR 00922-2167

(787) 775-1877

DFA RBRostan
JFK Federal Building

15 New Sudbury St.,, Rm. E-400

Boston, MA 02203-0402
(617) 557-2100

NDFA Columhbhia

1835 Assembly St., Suite 1229

Columbia, SC 29201
(803) 253-3441

NDFA Des Monines
210 WalnutSt.Rm. 937
Des Moines, IA 50309
(515) 284-4709

** Must be in state to use toll free number

Registration Office

DFA Carihbhean
(787) 775-1766

]
T

>
S

Division Office
DFA Caribhhean
(787)775-1877

NDFA Atlanta

75 Spring St., SW, Rm.

Atlanta, GA 30303
(404) 893-7000

NDFA St | nuis

7911 Forsyth Blvd., Suite 500

St. Louis, MO 63105
(314) 538-4600

740
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Sate Diversion Office

DFA Nashuville

801 Broadway, Suite 500
Nashville, TN 37203
(615) 736-2559

Tennessee

Texas DFA Dallas
Northern 1880 Regal Row
Dallas, TX 75235

(214) 640-0850

NDFA Fort Waorth

819 Taylor St., Rm. 13A33
Ft. Worth, TX 76102

(817) 978-3455

Easfern
Southern

NFA Houston

1433 W . Loop S., Suite 600
Houston, TX 77027-9506
(713) 693-3634

*Toll Free ** Must be in state to use toll free number

Registration Office Division Office
DFA Atla

DFA Atl t nta
(404) 893-7000

anta
(888)219-7898*

DFA Dallas NDFA Dallas

(214) 640-0849 (214) 640-0850

NFA Dallas NDFA Dallas

(214) 640-0849 (214) 640-0850

NFA Houston NDFA Houston

(800) 743-0595* 1433 W .Loop S., Suite 600

Houston, TX 77027-9506
(713) 693-3634
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Texas
Central
W estern

Central

W estern

Utah

*Toll Free

Diversion Office

DEA San Antonio
10127 Morocco, Suite 200
San Antonio, TX 78216
(210) 525-2900

DEA Waco

6801 Sanger, Suite 2000
W aco, TX 76710

(254) 741-1920

DEA EIl Paso

El Paso Federal Justice Center
660 S. Mesa Hills Dr. #2000
ElPaso, TX 79912

(915) 832-6000

DEA SaltLake Citv
348 East South Temple
SaltLake City, UT 84111
(801) 524-4156

** Must be in state to use toll free number

Registration Office

DEA Houston
800) 743-0595*

Division Office
DEA Houston
(713) 693-3634

DEA Houston

1433 W. Loop S., Suite 600
Houston, TX 77027-9506
(713) 693-3634

DEA EIl Paso

660 S. Mesa Hills Dr. #2000
ElPaso, TX 79912

(915) 832-6000

DEA Denver
115 Inverness Dr., East
Englewood, CO 80112
(303) 705-7300
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Vermaont

Virainia

W ashinaton

W est Virainia

*Toll Free

Diversion Office

NDFA Hartford

450 Main St., Rm. 628
Hartford, CT 06103
(860) 240-3700

DFA Richmaond
8600 Staples Mill Road
Richmond, VA 23228
(804) 771-8163

DEA Seattle
400 2 Ave. W est
Seattle, WA 98119
(206) 553-5990

NFA Charlestan
Union Square

2 Monongalia St., # 300
Charleston, WV 25302
(304) 347-5209

** Must be in state to use toll free number

Registration Office

NDFA Boston
(617) 557-2200

NDFA Washinataon
877)801-7974*

Division Office

NDFA Rostan
JFK Federal Bldg.

15 New Sudbury St. Rm E-400

Boston, MA 02203

NDFA Washinaton
800 K St., NW, Suite 500
W ashington, D.C. 20001
(202) 305-8800

DFA Se

vatt
(206) 553-59

le
90

NFA Washinaton
800 K St., NW, Suite 500
W ashington, D.C. 20001
(202) 305-8800
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Appendix U
Internet Resources:

DEA Homepage
www.usdoj.gov/dea

DEA'’s Diversion Control Program Website
www.deadiversion.usdoj.gov

Programs
The Office of Diversion Control page is found under Pro-
grams on the DEA homepage, and includes information on:

Drug Registration
Diversion domestic field office locations and phone numbers.
Field offices with registration assistants.

Chemical Registration
Provisions of the Methamphetamine Control Act of 1996

ARCOS (Automation of Reports and Consolidated Orders
System) Reporting requirements for manufacturers and
distributors of controlled substances.

Publications

Program reports on DEA diversion operations; substance
reports on diversion trends; and reports on diversion meet-
ings. Publications of interest to the pharmacist, including the
updated Pharmacist's Manual (as well as the DEA manuals
for physicians, mid-level practitioners and chemical han-
dlers).

123



Additional Internet Resources

U.S. Government Printing Office
http://www.access.gpo.gov/nara/cfr/index.html

Provides access to the Code of Federal Regulations
(21 CFR, Parts 1300 to end), primary source for the
Pharmacist's Manual, and the Federal Register
which contains proposed and finalized amendments
to the CFR.

Office of National Drug Control Policy (ONDCP)
http://www.whitehousedrugpolicy.gov

Food and Drug Administration
http://lwww.FDA.gov

FDA Matrix Page
http://www.medmarket.com/tenants/
rainfo/fda.htm

National Clearinghouse for Alcohol and Drug
Information
http://www.health.org

Internet Source for Health Care Information
http://www.druginfonet.com
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For Additional Assistance

This publication is intended to provide guidance and
information on the requirements of the Controlled
Substances Act and its implementing regulations. If
you require additional clarification or assistance, or
wish to comment on any matter regarding DEA’s
requirements or regulatory activities, please contact
your local DEA Diversion Field Office. Every effort
will be made to respond promptly to your inquiry.

Small Business and Agriculture
Regulatory Enforcement Ombudsman

Furthermore, please be aware that the Small Busi-
ness and Agriculture Regulatory Enforcement
Ombudsman and 10 Regional Fairness Boards
were established to receive comments from small
businesses about Federal agency enforcement
actions. The Ombudsman will annually evaluate the
enforcement activities and rate each agency’s
responsiveness to small business. If you wish to
comment on DEA enforcement actions, call 1-888-
REG-FAIR (1-888-734-3247).

Plain Language

The Drug Enforcement Administration made every
effort to write this manual in clear, plain language. If
you have suggestions as to how to improve the
clarity of this manual, call or write to:

Drug Enforcement Administration
Office of Diversion Control
Liaison and Policy Section
Washington, D.C. 20537
Telephone: (202) 307-7297
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